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HEPATITIS C: ACCESS, TESTING, AND TREAT- 
MENT IN THE VA HEALTH CARE SYSTEM 


WEDNESDAY, JULY 12, 2000 

House of Representatives, 

Subcommittee on National Security, Veterans 
Affairs, and International Relations, 

Committee on Government Reform, 

Washington, DC. 

The subcommittee met, pursuant to notice, at 10:06 a.m., in room 
2154, Rayburn House Office Building, Hon. Christopher Shays 
(chairman of the subcommittee) presiding. 

Present: Representatives Shays, Souder, Tierney, and Allen. 

Also present: Representative Snyder. 

Staff present: Lawrence J. Halloran, staff director and counsel; 
Robert Newman and Kristine McElroy, professional staff members; 
Jason M. Chung, clerk; David Rapallo, minority counsel; and Ellen 
Rayner, minority clerk. 

Mr. Shays. The hearing will come to order. 

I would like to welcome our witnesses and our guests. 

In confronting the epidemic of hepatitis C virus [HCV] infection, 
which afflicts veterans five to six times more often than the general 
population, the Department of Veterans Affairs [VA] is leading 
other public health systems in the development of screening, diag- 
nostic, and treatment protocols. But since the program announce- 
ment 18 months ago, we have begun to question whether the VA 
health care system is capable of carrying out those protocols and 
delivering on the promise to conduct a sustained campaign against 
the silent killer. 

Time is running out. A potentially fatal biological clock is ticking 
down for many thousands infected by HCV-tainted blood and blood 
products during the 1970’s and 1980’s. Unless they are told they 
are at risk, tested, and appropriately treated, many will suffer liver 
damage beyond the reach of current medical therapies. 

VA acknowledges the potential scope and genuine urgency of the 
problem, with 18 to 20 percent of veterans testing positive for HCV 
antibodies. Yet veterans’ advocates report inordinately long waits 
for appointments with liver specialists and inconsistent approaches 
to HCV care between VA regions. The percentage of HCV-positive 
veterans enrolled in the only effectively, but costly, drug treatment 
is well below some VA projections of just a year ago. The scarcity 
of qualified specialists and the rigid criteria used to exclude so 
many from treatment in some areas raise legitimate questions 
whether VA medical network directors are being given the organi- 
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zational and budgetary support needed to drive this ambitious pro- 
gram. 

Recently, VA addressed the apparent fiscal disincentives to ag- 
gressive hepatitis C outreach by allocating $20 million in reserve 
funding to the networks based on HCV-related expenses this year. 
More permanent incentives will be included in regional funding for- 
mulas for next year. 

This is our third oversight hearing on the VA’s hepatitis C pro- 
gram. Last year, witnesses described the fiscal and operational 
challenges posed by the still new-born program. Last June, testi- 
mony described growing pains, but progress in contacting veterans, 
standardizing care, and making treatments more available. 

But today the question remains whether a consistent, effective, 
and truly national hepatitis C program is being constructed across 
the decentralized VA health care system. How can a sometimes re- 
sistant, sluggish bureaucracy adapt to the unique, changing de- 
mands for HCV treatment? These are the critical questions we are 
asking our witnesses to address this morning. 

Speaking for veterans affected by hepatitis C, our first panel is 
graced by the presence of the reigning Miss America, Miss Heather 
French. She has made it a central element of her public life to ad- 
vocate on behalf of homeless veterans. We thank her for all she 
does to heighten public awareness of veterans’ needs, and we are 
grateful she is able to join us today. 

All our witnesses bring important perspectives and experiences 
to our discussion of the VA hepatitis C initiative, and we look for- 
ward to their testimony as well. 

[The prepared statement of Hon. Christopher Shays follows:] 
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Statement of Rep. Christopher Shays 
July 12, 2000 


In confronting the epidemic of hepatitis C virus (HCV) infection, which afflicts veterans 
five to six times more often than the general population, the Department of Veterans Affairs 
(VA) is leading other public health systems in the development of screening, diagnostic and 
treatment protocols. But since the program announcement eighteen months ago, we have begun 
to question whether the VA health care system is capable of carrying out those protocols and 
delivering on the promise to conduct a sustained campaign against the silent killer. 

Time is running out. A potentially fatal biological clock is ticking down for many 
thousands infected by HCV-tainted blood and blood products during the 1970s and 1980s. 

Unless they are told they are at risk, tested and appropriately treated, many will suffer liver 
damage beyond the reach of current medical therapies. 

VA acknowledges the potential scope and genuine urgency of the problem, with 18 to 20 
percent of veterans testing positive for HCV antibodies. Yet veterans’ advocates report 
inordinately long waits for appointments with liver specialists and inconsistent approaches to 
HCV care between VA regions. The percentage of HCV-positive veterans enrolled in the only 
effective, but costly, drug treatment is well below some VA projections of just a year ago. The 
scarcity of qualified specialists, and the rigid criteria used to exclude so many from treatment in 
some areas, raise legitimate questions whether VA medical network directors are being given the 
organizational and budgetary support needed to drive this ambitious program. 

Recently, VA addressed the apparent fiscal disincentives to aggressive hepatitis C 
outreach by allocating twenty million dollars in reserve funding to the networks based on HCV- 
related expenses this year. More permanent incentives will be included in regional funding 
formulas for next year. 
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Statement of Rep. Christopher Shays 
July 12, 2000 
Page 2 


This is our third oversight hearing on the VA’s hepatitis C program. Last year, witnesses 
described the fiscal and operational challenges posed by the still-new program. Last June, 
testimony described growing pains, but progress in contacting veterans, standardizing care and 
making treatments more available. 

But today the question remains whether a consistent, effective and truly national hepatitis 
C program is being constructed across the decentralized VA health care system. How can a 
sometimes resistant, sluggish bureaucracy adapt to the unique, changing demands for HCV 
treatment? These are the central questions we asked our witnesses to address this morning. 

Speaking for veterans affected by hepatitis C, our first panel is graced by the presence of 
the reigning Miss America, Ms. Heather French. She has made it a central element of her public 
life to advocate on behalf of homeless veterans. We thank her for all she does to heighten public 
awareness of veterans’ needs, and we are grateful she is able to join us today. 

All our witnesses bring important perspectives and experiences to our discussion of the 
VA’s hepatitis C initiative, and we look forward to their testimony. 
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Mr. Shays. Let me now turn to the ranking member of the com- 
mittee, Mr. Tierney, if he would like to make any statement. 

Mr. Tierney. I have no opening statement, Mr. Chairman, but 
I will defer to either one of my colleagues if they would care to say 
something. 

Mr. Shays. Mr. Allen. 

Mr. Allen. Very briefly, Mr. Chairman. I just would say I thank 
you for holding this hearing. I think those of us, no matter where 
we live in this country and whom we represent, we are dealing 
with a struggle that so many of our veterans, particularly of the 
Vietnam era, are homeless and have a variety of disabilities and 
a variety of problems that go along with that. I think this hearing 
is an important one today, and I simply want to say thank you for 
holding it. 

Mr. Shays. I thank the gentleman. 

We are also privileged to have Vic Snyder from Arkansas, who 
serves on the Armed Services Committee and also on the Veterans 
Committee, I think on the subcommittee on health. It is nice to 
have you here as well. Welcome. If you would like to make any 
comment? 

Mr. Snyder. No, thank you. 

Mr. Shays. As is our custom and practice, we swear in all our 
witnesses. I would welcome you all to stand and we will swear you 
in. 

Raise your right hands, please. 

[Witnesses sworn.] 

Mr. Shays. For the record, all of our witnesses have responded 
in the affirmative. 

And if I could, just to get some housekeeping out of the way and 
then we will recognize you, Miss French. I ask unanimous consent 
that all members of the subcommittee be permitted to place an 
opening statement in the record and that the record remain open 
for 3 days for that purpose. Without objection, so ordered. 

I ask further unanimous consent that all witnesses be permitted 
to include their written statement in the record. Without objection, 
so ordered. 

Miss French, I know you have an extraordinarily busy schedule 
and that you will need to leave here in about a half an hour. We 
are going to have you give your testimony. I think we will be able 
to have Mr. Baker, Mr. Bryant, and Mr. Lesinski give their testi- 
mony, it will be within 5 minutes I think, and then we will proceed 
to ask you a question or two. And if we are not able to get through 
the testimony, we will interrupt and make sure that we have some 
questions for you. Welcome. Great to have you. 

STATEMENT OF HEATHER FRENCH, MISS AMERICA 2000 

Miss French. Chairman Shays and members of the subcommit- 
tee, I thank you from the bottom of my heart for allowing me to 
be here to represent millions of our American veterans, especially 
those who are continuing to fight for their health, fighting to regain 
their health. For so many, as you know, the war continues on. It 
did not end when they came home. 

As Miss America 2000, I have been able to travel this country 
with a great trophy — not a trophy that since September 18 belongs 
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to me, but a trophy that belongs to 25 million American veterans. 
I have carried this crown around the country with me to represent 
every veteran. Every stone, every sparkle, it is their trophy, not 
mine. I know a lot of you today ask yourselves why does a 25 year- 
old fashion designer who has become Miss America care about vet- 
erans’ issues. I will tell you why. 

First and foremost, beyond being Miss America, I am the very 
proud daughter of a disabled Vietnam veteran. At the age of 4 my 
father started taking me into the VA hospital with him to receive 
treatment. At that time, there was a very long waiting period for 
his treatments. But it was at that time that I learned the greatest 
lesson of responsibility concerning our veterans. And that is, where 
veterans are concerned, it is so much better to listen, not just with 
your ears but with your heart, because it does not just make a dif- 
ference in how you treat our veterans, it makes the difference in 
how we respect their service. 

Then growing up, as a young adult I started running for Miss 
America and realized that the spotlight for Miss America could 
spread a spotlight on issues that this country did not know about. 
We could expose issues that our veterans needed to have exposed. 
We could gain them a better present and, more importantly, a bet- 
ter future. 

This year I have recorded about 20,000 miles each month, 1 day 
off a month, and have been able to see the different faces of the 
Nation where veterans’ issues are concerned. I have travelled State 
to State. I have been able to embark upon many wonderful issues 
this year. One of those not just being homelessness among veter- 
ans, but because of Vietnam Veterans of America and Veterans 
Aimed Toward Awareness, I have now embarked upon a tour fight- 
ing the silent enemy hepatitis C. 

At one of the screenings that we have done together this year, 
almost 30 percent of the veterans at a particular event were diag- 
nosed positive for hepatitis C. I do not think I need to tell you that 

4 million Americans today are infected with hepatitis C. And as 
Chairman Shays said earlier, veterans are five, six times more like- 
ly to receive hepatitis C because of their one common denominator, 
and that would be their service to our country. 

It has come to my attention that many of our veterans are scared 
to get tested. Many do not know how they could have been infected. 
But what we want to see is a more consistent approach to hepatitis 
C across the country. My father has told me countless stories of 
carrying his friends’ bodies off the battlefield, being drenched in 
blood for days. Of course, we have to look at a very high risk factor 
of blood transfusions. Two years alone in Vietnam there were over 
365,000 blood transfusions. And what about the helicopter pilots, 
the medics, the nurses, the surgeons who were over there as well. 
And I do not think I even have to express my opinion about the 

5 to 8 percent of those in the Vietnam population who are hepatitis 
C positive. 

We sent 2 million of our soldiers, we deployed them to Vietnam, 
into combat, they were unprotected from hepatitis C. Therefore, I 
do not think it is a coincidence that almost 10 percent of our Amer- 
ican veterans are infected with hepatitis C. I believe that one com- 
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mon denominator comes down, again, to their service to this coun- 
try. 

There is an effective treatment we have been able to tell millions 
of veterans across the country who have gotten screened. However, 
we do not believe that treatment is consistent across the country. 
Some of the veterans I have talked to have expressed their concern 
of not being able to receive treatment, getting screened, or getting 
tested. My question is, why? 

I understand that we have a very decentralized VA system. I un- 
derstand that the veterans in Louisville, KY are not the same as 
the veterans in New York City. However, a veteran who has hepa- 
titis C in Louisville, KY is the same as a veteran who has hepatitis 
C in New York City. I am interested in why even the Centers of 
Excellence in our country do not have the funding or the staff to 
meet the needs of the veterans that are coming in their doors. 

I have visited the Miami Medical Center. They are a Center of 
Excellence. Yet, it was expressed to me that they received less than 
$300,000 last year for hepatitis C treatment. I have been to the 
New York Harbor Side Health Care System. They are a Center of 
Excellence for hepatitis C. Their hepatitis C team expressed to me 
that they had to use their vacation time, their lunch time, their 
breaks in order to meet the needs of their current hepatitis C-posi- 
tive population. My question is what happens in a year or two 
when 2,000 more hepatitis C-positive patients come to them for 
treatment. What happens then? 

So again we ask you to look at the VA health system. We need 
to implement a plan that is consistent across the board from all VA 
perspectives, throughout all regions, because our veterans in this 
United States deserve that much. They deserve the chance to walk 
into a VA and be welcomed. When a dear friend of mine, Butch 
Silvey came to me in Augusta, KY, a disabled Vietnam veteran, 
during my homecoming he handed me a present that reminds me 
every single day why I fight and the price that he paid. This gen- 
tleman was sent to Vietnam, was shot not once, not twice, but 
three times. He received this Purple Heart. He gave this to me to 
remember why I fight every day. This is the price that has been 
paid. 

Everyday our veterans are being left behind. They are not being 
treated, not being screened, not being respected for their service. 
My question again, how many have to suffer, how many have to 
die before we wake up and take notice? This is our responsibility 
to this Nation. 

Also, it is our responsibility to set the stage for our coming gen- 
erations, our children. I understand that 1 day we will wake up 
and the voice we had will have been passed on to our children. So 
what type of legacy are we leaving for our children. Are we leaving 
a legacy of responsibility, of accountability? Do they know how to 
take care of our veterans? I think the mistreatment of thousands 
of hepatitis C-positive veterans would say otherwise. It tells a 
whole different story. 

So today it is your choice to make that stand. It is your choice 
to face the wind. We need to be a hero to these veterans. We need 
to be a hero to our children, because I believe the American people 
are looking for those who dare to talk the talk and walk the walk. 
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I think a lot of veterans in this room will agree with me that we 
are long tired of the patronizing speeches of Veteran’s Day, those 
who patronize our veterans 1 day, leave them in a waiting line the 
next. It is time to live up to that promise. 

I encourage you, as you listen to my remarks, as you take them 
to ponder on, remember this one thing: The choices you make today 
reflect upon the American society. Their character is a reflection of 
you. You make their choices for them. So I ask that you please be 
wise, be compassionate where veterans are concerned because the 
decisions you make will depict how our veterans are proud of their 
service. I would ask you that you make the decisions that let them 
be proud to be American veterans. Thank you. 

[Applause.] 

[The prepared statement of Miss French follows:] 
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Chairman Shays and Members of theSubcommittee, I am pleased to be here this 
morning to speak on behalf of millions of American veterans who have fought for 
our country. Veterans who are now fighting to regain their health. For so many, the 
wars are not over. 

As the daughter of a disabled Vietnam veteran, I have had the opportunity to learn 
some important lessons about the trauma, illness and injury many veterans 
experienced during their service to our great country and continue to experience 
long after returning home to their families. In listening and talking to veterans at 
VA hospitals, I have grown to respect the lifelong sacrifices our veterans made 
when they stepped forward to defend this nation. 

When I became Miss America 2000, the twenty-seven million veterans in America 
gained a dedicated advocate. I have made it my priority to be a voiceTor veterans 
and to put the spotlight on their concerns and issues. It is time, in the new 
millennium, to bring the veterans home with us. To look at their present 
conditions and lead them into the future. And part of this is taking care of hidden 
issues. Issues that our country likes to put into the background; issues we tend to 
blame on something other than the veteran’s service to his country. 

Hepatitis C is one of these issues. Here is a disease that affects more than one in 
ten veterans. Many are Vietnam veterans who have carried the virus for twenty- 
five years, or longer, and are now dying from related liver disease. Twenty to 
thirty percent of all liver transplants conducted in the United States today are due 
to hepatitis C. Veterans in VA hospitals across the country are waiting for 
transplants because their livers have been destroyed by this disease — a disease 
many contracted during their service. 

Current estimates indicate that about 4 million Americans are infected with the 
hepatitis C virus. This year alone 8,000 to 10,000 Americans will die from it. 

Most will be veterans since they are five to six times more likely to have the 
disease than the general public. This is an example of how war goes on and on, 
and how veterans continue to fight and die. 

None of us want our country’s veterans to suffer, particularly not from preventable 
and treatable diseases such as hepatitis C. As Miss America, I began my national 
speaking tour honoring our nation’s homeless veterans. But I quickly found 
myself a multifaceted veteran’s advocate. Not just working for homeless veterans 
but working for all veterans, because the concerns that face homeless veterans face 
all veterans. Health benefits, disability, lack of jobs. 
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When I realized that so many veterans were infected with hepatitis C, and that too 
many were not getting the treatment they need to overcome the disease, I decided 
to join the Vietnam Veterans of America and the Veterans Aimed Toward 
Awareness and help conduct a national disease awareness campaign called 
"Helping Veterans Fight A Silent Enemy: Hepatitis C." 

Hepatitis C is called the silent enemy because it does not cause obvious symptoms 
until ten to thirty years after infection. Many people have end-stage liver disease 
caused by the virus by the time they learn that they are infected. Through stored 
blood samples taken from military soldiers in 1948, scientists have been able to 
determine that hepatitis C has existed in the military community for at least fifty 
years. But the virus was not isolated until 1989 and there was not a reliable test to 
detect it in blood until 1 992. 

It is not a coincidence that approximately ten percent of veterans are infected with 
hepatitis C. We know that before 1992 — when the first reliable blood test for 
hepatitis C became available — the virus was a significant threat to combat veterans 
who received blood transfusions after suffering battlefield wounds. Because 
hepatitis C is transmitted through blood to blood contact, all veterans who received 
blood transfusions, underwent hemodialysis, worked as medics, or experienced 
combat were put at high risk for contracting the virus. My father has talked about 
the tragedies he and fellow soldiers faced during Vietnam. He has talked about 
days where they walked through the bush soaked in their brothers’ and sisters' 
blood. Veterans are the highest-risk population for hepatitis C because of the 
exposure they experienced serving our country. 

Studies conducted by the Washington and San Francisco VA medical centers have 
found rates of hepatitis C among inpatients to be 20% and 23%, respectively. 
Estimates of the rate of infection among Vietnam veterans (in and out of the VA 
system) range from 18.9% to 27.3%. Of all the military veteran populations tested 
throughout VA medical facilities nationwide, Vietnam-era veterans accounted for 
about 64% of all positive hepatitis C tests. 

Given the long latency period for this disease, many soldiers exposed to the virus 
in Vietnam are just starting to see the signs of advanced liver disease. Estimates 
from the VA health system indicate that incidence of liver disease related to 
hepatitis C will continue to increase at a rapid rate as the Vietnam population 
infected with the virus begins to show symptoms of disease. 
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Vietnam-era veterans have unusually high rates of hepatitis C infection for several 
reasons. For one, tainted blood transfusions and blood products were responsible 
for a substantial portion of hepatitis C transmissions before 1992; and use of blood 
transfusions for treatment of combat-related injuries was commonplace during the 
Vietnam war. Approximately 365,000 blood transfusions were performed among 
United States personnel in Vietnam between 1967 and 1969 alone. Researchers 
aware of the phenomenon of "post-transfiision hepatitis" in the early 1970s 
estimated that 20% of blood supplies in that period were infected with "non- A, 
non-B hepatitis" (now determined to be largely hepatitis C). 

At the same time, blood supplies shipped to Vietnam in the late 1960s and early 
1970s may have been infected at a higher rate because some of the blood used was 
from paid donors. Also, a large proportion of the whole blood transfused to 
American soldiers during the Vietnam War may have been obtained from 
Southeast Asia, where hepatitis € rates were already high. Today, between 5% and 
8% of the Vietnam population is infected with hepatitis C, compared to 1 .8% of 
the U.S. population. 

Another major factor affecting hepatitis C infection in Vietnam was medical 
contact. Surgeons, nurses, medics, helicopter crews, and others involved in 
evacuation and treatment of the wounded all were at risk for transmission of 
hepatitis C. And an estimated 41.1% of all soldiers deployed to Vietnam -- 
approximately 2.1 million — were exposed to combat, and consequently hepatitis 
C. Many soldiers assisted the more than 300,000 wounded. 

In addition to transmission through blood transfusion and medical contact, hepatitis 
C could have been transmitted to military personnel through tattoos, sexual contact 
and IV drug use, although these means of transmission are far less likely for this 
population. Although sexual transmission of hepatitis C is possible, studies to date 
have shown only low rates of sexual transmission and it is believed to be relatively 
uncommon. While transmission through IV drug use is far more established, this 
kind of drug use appears to have been fairly limited in Vietnam. A Centers for 
Disease Control and Prevention study of the health status of Vietnam veterans 
found that only 3% had used "hard drugs" defined to include amphetamines, 
barbiturates, cocaine, heroin, psychedelics, phencyclidine and methaqualone. 

It is also very important to point out that we do not know all the risk factors for 
transmission of hepatitis C. About twenty percent of infections are unexplained by 
available science. Veterans who were not exposed to clear risk factors — such as 
blood transfusions or combat — often express frustration about how they got the 


4 



13 


virus. This issue of transmission should be further studied, but in the meantime, 
veterans with infections should be treated whenever possible. 

If treatment of this virus is not accelerated, there will be a rapid increase in liver 
disease and liver transplants among our veterans. Liver transplant shortage due to 
hepatitis C is already a serious problem. Researchers predict that by 2008 current 
cases of chronic hepatitis C will result in a 528% increase in the need for liver 
transplants and a 223% increase in liver-related deaths. There is effective 
treatment for this virus, but only a small percentage of people with the disease are 
being treated. 

The current standard treatment for hepatitis C is a combination of interferon and 
ribavirin. The treatment is similar to the antiviral cocktail used to treat patients 
with HIV. It can be difficult to take because of side effects, which can include 
fatigue, shortness of breath, mental confusion, depression and other things. 
Consequently, the VA must do more than provide funding for hepatitis C 
treatment. The department needs to set up a system that provides hepatitis C 
clinics in all VA facilities so that veterans can get treatment close to home. These 
clinics should be staffed with knowledgeable personnel that veterans can reach to 
talk about treatment complications and concerns. Helping veterans through the 
treatment is an important part of the battle that the VA must undertake to help fight 
this disease. 

Expediting treatment will save lives and money. Experts say medical costs for 
patients whose disease progresses to include cirrhosis and/or advanced liver 
disease can be dozens to hundreds of times higher than the average per-capita 
medical costs in the United States. On the other hand, experts predict that curative 
treatment will pay for itself within about ten years, even before calculating the cost 
savings associated with avoiding disability and lost work days. 

During my work with the veterans organizations I’ve learned that there are 
significant problems with the screening, testing and treatment approaches taken at 
the various VA medical facilities across the country. In some areas, veterans with 
hepatitis C are simply not getting screened, tested or treated. The VA needs to 
implement a consistent hepatitis C treatment approach at medical facilities across 
the country, not just in a handful of hospitals located in major metropolitan areas. 

In January 1999 the VA announced a Veteran’s health initiative to detect hepatitis 
C in the VA population and increase testing and treatment where appropriate. The 
department promised that every patient who needs and desires treatment for 
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hepatitis C would received it. But, to' date, the department’s initiative has 
experienced varying degrees of success. Due to the VA’s decentralized 
management system (known as the VISN system, where the VA’s medical 
facilities and offices are divided geographically into 22 regional networks), even 
the VA Central Office's best-intended plans are not implemented uniformly by the 
VISNs or local hospitals. 

Many VA hospitals currently have waiting periods of four to six weeks before a 
veteran is able to see a gastrointestinal physician for hepatitis C. Many VA 
hospitals do not have the adequate staff to manage the increase in hepatitis C 
patients and most hospitals have yet to create any kind of outreach program to help 
veterans and their families cope with this disease. Although the VA announced its 
initiative almost two years ago, it has not yet developed the additional 
infrastructure needed to meet the needs of veterans with hepatitis C. 

It is time we took care of our veterans. 

It is critical that this subcommittee and VA officials implement a consistent and 
effective hepatitis C treatment approach at medical facilities across the country. It 
is also important that the subcommittee and VA officials reconsider treatment 
guidelines that call for therapy only after a patients’ liver is in distress and his or 
her overall health is in jeopardy. Why not provide treatment to veterans we know 
are infected before they become symptomatic? Before they progress to advanced 
liver disease? Before their lives are turned upside down by this debilitating 
disease? Experts say relatively healthy patients have fewer problems with 
treatment. So why are we waiting to treat infected veterans? 

Many veterans with hepatitis C say that the disease causes mental confusion and 
severe fatigue that makes fighting for treatment rights and disability benefits all the 
more difficult. Some say they just do not have the energy to jump through any 
more bureaucratic hoops. Some have simply lost hope. Since September, when I 
was crowned Miss America, I have logged thousands of miles traveling our 
country to speak about hepatitis C. Yet, I have not grown tired of speaking for our 
veterans and their families because this issue is so important. I want to point out 
that it is important to remember the families because of the potential for household 
transmission of hepatitis C. The families that support veterans should also be 
aware of their risk for infection. We need to do more to make sure that screening, 
testing and treatment are available to them as well. 
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When I was growing up dealing with my father’s disabilities, it took our whole 
family working together to pull through the difficult times. Without my mom 
helping my father, without my brothers and sisters helping me get through my 
father’s disabilities, my family would not be connected together today. The 
families of veterans understand the price of freedom. When we honor our veterans 
and their families and give them the care they need, we also honor the communities 
in which we live. 

We can give veterans with hepatitis C and their families hope by making it easier 
for them to get the treatment they need, when they need it. Chairman Shays and 
members of the subcommittee, thank you for holding this important hearing and 
working to give our nation’s veterans and their families the care they are due. 


7 



16 


Mr. Shays. Thank you, Miss French. 

Mr. Baker. 

STATEMENT OF TERRY BAKER, EXECUTIVE DIRECTOR, 
VETERANS AIMED TOWARDS AWARENESS, INC. 

Mr. Baker. Dear Mr. Chairman and other distinguished guests 
of the subcommittee, on behalf of Veterans Aimed Toward Aware- 
ness [VATA], a support group for veterans with hepatitis C, and 
Vietnam Veterans of America Chapter 83, I am honored to be here 
a second time regarding the VA’s handling of the hepatitis C epi- 
demic. 

Since June 9, 1999, when we last met, I have been traveling 
around the country talking to veterans, offering them hepatitis C 
testing and counseling, visiting VA hospitals and clinics, and cor- 
responding with Dr. Garthwaite and his counterparts. I have at- 
tended one of the VA’s training symposiums on hepatitis C and vis- 
ited the Miami Hepatitis C Center of Excellence. 

Members of the committee, other than the efforts of my organiza- 
tion to provide education, counseling, and testing, I have not seen 
the proactive or aggressive efforts on the part of the VA which they 
promised this committee on June 9, 1999. 

Talking with veterans, I have found that the VA’s approach to 
treatment is only to treat those veterans who have high liver en- 
zyme levels, those who have symptomatic liver disease, and those 
who are possibly beyond help, instead of treating the veterans who 
could benefit most from the dual therapy. In my view, the VA is 
treating the veterans who will benefit the least. 

In fact, in a letter to this committee dated June 28, 2000, Dr. 
Garthwaite seemed proud of the fact that 78 percent of veterans re- 
ceiving treatment within the VA are designated into the “complex 
care” category. I believe that Dr. Garthwaite intended to impress 
upon you and this committee that HCV cases are being properly re- 
imbursed to the medical centers. In fact, 78 percent of all veterans 
being treated fall into the complex care category because the 
VAMCs are treating only those veterans who are sick enough to 
meet the strict criteria of being a complex care patient in the VA. 

Furthermore, it is my humble opinion that most treatment is 
being reserved for complex care patients because VAMCs realize 
that they cannot afford to start basic care patient on the expensive 
therapy because they only generate $4,000 per patient per year. 
They are well aware that the estimated VA HCV patient needs 
care with an average cost to the VA of between $25,000 and 
$40,000. To treat HCV patients who fall into the basic care cat- 
egory would bankrupt the particular hospital delivering the care. 
The VA medical centers must wait for their HCV patients to 
progress to more serious complications, like ascites, in order for the 
medical records of the patients to note the appropriate diagnostic 
codes to allow the VA medical center to collect the complex care 
funding. 

One of the only VISNs that treats the virus as the sole enemy 
is VISN 13, under the supervision of Dr. Sam Ho. If VA ever des- 
ignates another Center of Excellence in hepatitis C care, it should 
be Dr. Ho’s. He and Dr. Petzel treat veterans with real respect and 
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see HCV as a disease that can and should be eradicated from every 
veteran, no questions asked. 

Following last year’s hearing, we approached Dr. Garthwaite 
about assisting the individual VISNs with their HCV programs and 
helping them improve particular HCV-related shortcomings wit- 
nessed is various VISNs. He told us to direct our concerns to the 
individual VISNs, which we did by letters to each VISN this past 
March. To our surprise, instead of working with the particular 
VISNs on HCV, as originally instructed by Dr. Garthwaite, we re- 
ceived one letter from VA central office on behalf of all 21 VISNs. 
So much for a decentralized system. 

Concerning all the correspondence that we have had with central 
office, it certainly seems to me that someone is trying to placate 
me. Because there are more important matters to discuss, and 
there is little time now, I have brought these letters and cor- 
respondence so that you can review them at a later date. 

I have been asked to followup on the examples that I produced 
last year. Mr. Chairman, I am sorry to report that these veterans’ 
lives have gotten dramatically worse. The veteran from Idaho was 
finally tested, but has not yet been allowed to receive treatment in 
VISN 19. In fact, he has been told that despite evidence of fibrosis 
of the liver, his enzyme levels are not elevated enough to consider 
him for treatment. As for the veteran from Montana, the VA has 
done a fine job. He was never treated for his hepatitis C, and in 
November of last year he succumbed to complications from a liver 
transplant due to hepatitis C. I attended his funeral. 

In the case of my personal friend from New Jersey that served 
with the 173rd Airborne, he is now No. 7 on the liver transplant 
waiting list. Even though we personally delivered his case to Dr. 
Garthwaite, no, I repeat no action has been taken. The VA contin- 
ues to maintain that this recipient of the Bronze Star for Valor 
cannot show a nexus between his service and his hepatitis C infec- 
tion because his duty assignment was not “medic.” So much for 
serving one’s country and believing that one’s country will bind up 
the wounds of battle. 

Committee members, I must stress that while the VA tells us 
that they are doing all that they can, the veterans caught in the 
middle of this war do not have the time for the VA to continually 
drag their feet. I have personally, along with some fine people, 
brought forth more awareness from my little office than all of the 
VA. 

I find it appalling and take great umbrage at the duplicitous na- 
ture of the VA’s central office. There are solutions to these prob- 
lems, and I think that if a simple, long-haired country boy like me 
can figure them out, so can these highly educated people. Simple 
things, like letting infectious disease physicians actively assist in 
providing treatment for this disease. If the VA has a shortage of 
gastroenterologists, then let us use the currently under-utilized in- 
frastructure that was built within the VA to provide treatment for 
AIDS. Let us use them to treat HCV. After all, the therapy is very 
similar and HCV is an infectious disease. If we still do not have 
enough manpower, let us look at flexible hiring schemes. 

Another important point to consider is that the VA should really 
be one VA when it comes to this disease. For example, a veteran 
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from Montana should not have to relocate to Phoenix to get treat- 
ment. For more suggestions, I will be glad to meet with the com- 
mittee and the VA to develop a more productive program for our 
hepatitis C patients. In fact, I would like to volunteer to serve on 
the Advisory Committee that the VA Office of the Inspector Gen- 
eral recommended that the VHA establish to deal with the HCV 
health delivery issue. 

Dear Chairman Shays and members of the subcommittee, on be- 
half of the men and women who risked their lives for our country 
and who now face an even greater battle against hepatitis C and 
the Department of Veterans Affairs, I beg you to examine the ac- 
tions that the VA has taken regarding the hepatitis C issue, and 
for you, the committee, to take action to ensure that the VA does 
what it is designed for. And I quote Joe Thompson, Under Sec- 
retary for Benefits, in the February/March issue of the WA Vet- 
eran, “We’re the ones who have been entrusted by American citi- 
zens to help veterans. That’s our mission.” 

Mr. Chairman and members of the committee, thank you very 
much. 

[Applause.] 

[The prepared statement of Mr. Baker follows:] 
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Dear Mr. Chairman and other Distinguished Guests of the Subcommittee: 

On behalf of Veterans Aimed Toward Awareness (VATA), a support group for 
veterans with Hepatitis-C, and Vietnam Veterans of America Chapter 83, 1 am 
honored to be here a second time in regards to the VA’s handling of the Hepatitis- 
C epidemic. 

Since June 9, 1999, when we last met, I have been traveling around the country 
talking to veterans, offering them hepatitis C testing and counseling, visiting VA 
hospitals and clinics, and corresponding with Dr. Garthwaite and his counterparts. 

1 have attended one of the VA’s training on Hep-C and visited the Miami Hepatitis 
C Center of Excellence. 

Members of the committee, other than the efforts of my organization to provide 
education, counseling and testing — working with some of the VA facilities, I have 
not seen the proactive and aggressive effort to address hepatitis C among veterans 
that the VA promised this Committee on June 9, 1999. 

Talking with veterans, I have found that the VA’s approach to treatment is only to 
treat those veterans who have high liver enzyme levels, those who have 
symptomatic liver disease, and those who are possibly beyond help, instead of 
treating the veterans who could benefit the most from the dual therapy. In my 
view the VA is treating the veterans who will benefit the least. 

In fact, in a letter to this Committee dated June 28, 2000, Dr. Garthwaite seemed 
proud of the fact that 78% of veterans receiving treatment within the VA are 
designated into the “complex care” category. I believe that Dr. Garthwaite 
intended to impress upon you, Mr. Chairman that HCV cases are being properly 
reimbursed to the medical centers. Let me offer another possibility' — 78% of all 
veterans being treated fall into the complex care category because the VAMCs are 
treating only those veterans who are sick enough to meet the strict criteria of being 
a complex care patient in the VA. Furthermore, it is my humble opinion that most 
treatment is being reserved for complex care patients because VAMCs realize that 
they cannot afford to start basic care patient on the expensive therapy because they 
only generate $4,000 per patient per year. They are well aware that the estimated 
VA HCV patient needs care with an average cost to the VA of between $25,000 
and $40,000. 
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To treat HCV patients who fall into the basic care category would bankrupt the 
particular hospital delivering this care. The VAMCs must WAIT for their HCV 
patients to progress to more serious complications, like ascites, in order for the 
medical records of the patients to note the appropriate DRGs (diagnostic codes) to 
allow the VAMC to collect the complex care funding to cover HCV 
pharmaceutical and other costs of initiating treatment. 

One of the only VISN’s that treats the virus as the sole enemy is VISN 13 under 
the supervision of Dr. Sam Ho. If VA ever designates another Center of 
Excellence in Hepatitis C care, it should be Dr. Ho’s. He and Dr. Petzel treat 
veterans with real respect and see HCV as a disease that can and should be 
eradicated from every veteran, no questions asked. 

Following last year’s hearing, we approached Dr. Garthwaite about assisting the 
individual VISN’s with their HCV programs and helping them improve particular 
HCV-related shortcomings witnessed in various VISN’s. He told us to direct our 
concerns to the individual VISN’s - which we did by letters to each VISN this past 
March. To our surprise, instead of working with the particular VISN’s on HCV as 
originally instructed by Dr. Garthwaite, we received one letter from VA Central 
Office on behalf of all twenty-two VISN’s. So much for a decentralized system. 

Concerning all the correspondence that we have had with Central Office, it 
certainly seems that someone is trying to placate me! Because there are more 
important matters to discuss, and there is little time now, I have submitted that 
material for you to review at a later date. 

I have been asked to follow up on the examples that I produced last year. Mr. 
Chairman, I am sorry to report that these veterans’ lives have gotten dramatically 
worse. The veteran from Idaho was finally tested, but has not yet been allowed to 
receive treatment in VISN 19, in fact, he has been told that despite evidence of 
fibrosis of the liver, his enzyme levels are not elevated enough to consider him for 
treatment. As for the veteran from Montana, the VA has “done a fine job” - he 
was never treated for his Hep-C and in November of last year, he succumbed to 
complications from a liver transplant due to Hep-C. I attended his funeral. 

In the case of my personal friend from New Jersey that served with the 173 rd 
Airborne, he is now number 7 on the liver transplant waiting list. Even though we 
personally hand-delivered his case to Dr. Garthwaite, NO, I repeat NO action has 
been taken! The VA continues to maintain that this recipient of the Bronze Star for 


3 



22 


Valor can not show a nexus between his service and his hepatitis C infection 
because his duty assignment was not “medic.” 

So much for serving one’s country and believing that one’s country will “bind up 
the wounds” of battle. Committee Members, I must stress that while the VA tells 
us that they are doing the right things and all that they can, the veterans caught in 
the middle of this war do not have the time for the VA to continually drag their 
feet. I have personally, along with some fine people, brought forth more awareness 
from my little office than all of the VA. 

I am appalled, and take great umbrage at the duplicitous nature of the VA’s Central 
Office. There are solutions to these problems, and I think that if a simple, 
longhaired country' boy like me can figure them out, so can these highly educated 
people. Simple things like letting infectious disease physicians actively assist in 
providing treatment for this disease — if the VA has a shortage of 
gastroenterologists then let’s use the currently underutilized infrastructure that was 
built within the VA to provide treatment for AIDS — let’s use them to treat HCV. 
After all, the therapy is very similar and HCV is an infectious disease. 

If we still don’t have enough manpower — let’s look at flexible hiring schemes! 

Another important point to consider is that the VA should really be “One VA” 
when it comes to this disease. For example, a Vet from Montana should not have 
to relocate to Phoenix to get treatment — especially when he has fibrosis. VISN 19 
should respect the standard of care in the community and provide treatment to all 
appropriate candidates. This means that the training, like I attended in DC, for 
HCV must be forced onto VA personnel from all over the country. An analysis by 
my organization of the 367 persons who attended the first two HCV training 
programs found that 43% of attendee were from the Eastern Seaboard, 28% from 
the central United States and only 19% from the Western states. It’s no surprise 
that Mr. Bryant, whose testimony you will hear today, has experienced such 
problems in his struggle for care in VISN 20. 

For more suggestions, I’d be glad to meet with the committee and the VA to 
develop a more productive program for our Hep-C patients. In fact I would like to 
serve on the Advisory Committee that the VA Office of the Inspector General 
recommended that the VHA establish to deal with the HCV health delivery issues. 

Dear Chairman Shays and the Subcommittee, on behalf of the men and women 
who risked their lives for our country and who now face an even greater battle 
against Hep-C and the Department of Veterans Affairs, I beg you to examine the 
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actions that the VA has taken regarding the Hep-C issue, and for you, the 
committee, to TAKE ACTION to ensure that the VA does what it is designed for - 
and I quote Joe Thompson, Undersecretary for Benefits, in the February/March 
issue of the VVA Veteran, “We’re the ones who’ve been entrusted by American 
citizens to HELP veterans. That’s our mission.” 

Thank you. 

Terry Baker, Director 
VATA 

1 i I West Main Street 
Middletown, DE 
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Mr. Shays. Thank you, Mr. Baker. 

We are going to suspend due to the applause from the audience. 
I am sorry, I should have stated that before Miss French spoke. 

Mr. Baker, I apologize for not properly introducing you. You are 
the executive director of the Veterans Aimed Toward Awareness, 
Inc., and also a Vietnam veteran. Correct? 

Mr. Baker. Yes, sir. 

Mr. Shays. Also, we have Mr. James A. Bryant, a Vietnam vet- 
eran, who will speak next, and then Mr. Martin Lesinski, also a 
Vietnam veteran. 

It is the practice of this committee to have our veterans speak 
before the Department speaks. We appreciate the Department 
waiving their protocol, in a sense, to address first. It is appreciated 
that they come to listen to what you have to say. 

Mr. Bryant. 

STATEMENT OF JAMES A. BRYANT, VIETNAM VETERAN 

Mr. Bryant. Good morning, Mr. Chairman and members of the 
subcommittee. I am beyond honored to be here this morning. My 
name is James Bryant. I am a military veteran, a 100 percent serv- 
ice-connected veteran for issues other than hepatitis C. I currently 
reside in Stevens County in Washington State. I am honored to tell 
you about my experiences as a veteran with hepatitis C seeking 
treatment through the VA health care system. 

During my service in the Navy I made two 9-month cruises to 
the Gulf of Tonkin as an aviation fire control technician. After 
being medically discharged in 1973 for ulcerative colitis, which is 
an inflammation of the small bowel or colon, I underwent colon 
surgery at a VA hospital in 1978. 

Mr. Shays. Mr. Bryant, I am going to have you start your testi- 
mony when we get back from voting. My concern is that Miss 
French is going to be unable to be here when we get back. There 
are just one or two questions that I think we would just like to 
quickly ask here, and then we will treat all three of you as a sepa- 
rate panel. 

Mr. Bryant. Absolutely. That is fine, sir. 

Mr. Shays. Miss French, I would just start by saying that in 
your travels, which are extensive, you focus on entirely on veterans’ 
issues, is that correct? 

Miss French. Yes. Approximately 99.9 percent of my time is vet- 
erans’ issues-related. 

Mr. Shays. So almost every day you are in contact with veterans. 

Miss French. Yes, that is true. 

Mr. Shays. In your role, how would you evaluate the veterans’ 
knowledge of the services that are available, and particularly as it 
relates to hepatitis C? 

Miss French. It has been brought up to me more than a handful 
of times the fact that veterans do not know what they are entitled 
to. I just spoke with a panel of veterans 2 days ago in Allentown, 
PA, and they expressed their displeasure in not being able to find 
out about the services that could help them. When I told them 
about hepatitis C, they did not know about the increase in the vet- 
eran population, about the epidemic. So I do think it is something 
that needs to be addressed on getting information to the veterans. 
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We talked about several ways to do that — perhaps a data base. I 
understand that the VA cannot advertise their services because 
they are a Federal agency, however, it is a large issue. 

Mr. Shays. I was at an event in the Fairfield/Bridgeport area of 
Connecticut and I was pretty amazed with how open the veterans 
were to you in discussing their challenges. Flave you had occasion 
to sit down with the people from the VA and talk about what you 
are learning? 

Miss French. Actually, I was Miss Kentucky before I was Miss 
America, and I was brought up to Washington and met with sev- 
eral of the dignitaries from the VA system nationally. What we 
have discussed throughout the year is my experience with the vet- 
erans, what I have seen, and we have constant correspondence. 
Flowever, the meeting yesterday with the veterans produced some 
new questions for me to ask. One of them is, if Medicare and Social 
Security can advertise for increased enrollment, then why can’t the 
VA system with their veterans? It is a concern of mine, something 
that I do intend to address. 

They want to get hepatitis C information, they want to increase 
the enrollment, they want veterans to come in and get tested and 
treated, however there has been no action taken to increase the 
staffing. If we see 2,000 new veterans come into a hospital in a 
year or two, it has been said that they intend on keeping the same 
number of staff members to treat those veterans as well. I do not 
see that as a possibility. 

Mr. Shays. We have limited time before we have to go vote, so 
I would welcome questions from Mr. Tierney and any of the other 
Members. 

Mr. Tierney. Thank you, Mr. Chairman. 

I do not have a question, I just want to thank you very much. 
I thought your testimony was well done, and you are doing a great 
service for everyone by using your position, I might say, to full ad- 
vantage. 

Miss French. Thank you. 

Mr. Tierney. The chairman was with me on a hearing we had 
about community-based outreach clinics within the veterans serv- 
ice. I think there is more that we can do with those entities in 
terms of outreach on that. I suspect that there is nothing to stop 
any of the Members of Congress from tying it to their Web sites 
some information about that as a matter of outreach on that. I 
would think that might be one avenue for us all to pursue. And 
last, many of us send out newsletters periodically under our frank- 
ing privilege. We sent out one that just mentioned veterans bene- 
fits for prescription drugs and got 500 phone calls the very next 
day. So that if we use those resources, and with your assistance, 
also the VA and tying those things together, we might have some 
success on that. So again, I want to thank you for what you have 
been doing, and I would defer to my colleagues if they have any 
questions. 

Mr. Allen. Thank you very much. An excellent job. Just a quick 
question. In talking to veterans, do you find any pattern emerging, 
either specifically with respect to hepatitis C or any others, just in 
terms of the administration, how difficult it is for them to get care? 
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You are talking to lots of veterans and a quick question is what 
are you picking up? 

Miss French. Right. Every other day I am in a different city 
across this country, and every other day I hear the same stories 
about the difficulties with getting treatment, difficulties in getting 
screened, especially filling out the paperwork. Probably my greatest 
displeasure is in seeing the hope being lost in veterans who for 4 
and 6 weeks have to keep coming back in to the VA to stand in 
another line to be told that they need to wait another 4 or 6 weeks 
to even see a physician. That is something that is reoccurring too 
often. And when you think that I travel 20,000 miles a month, I 
think it is hitting the majority of our veterans. 

Mr. Allen. Thank you very much. 

Mr. Shays. Mr. Snyder. 

Mr. Snyder. Thank you, Mr. Chairman, and thank you for allow- 
ing me to participate in the hearing today. 

Heather, the number that you have in here, the 365,000 blood 
transfusions, I assume the majority of those were probably in 1968 
which was a very bloody year there. I think one of our VA wit- 
nesses later on has an anecdote there of a patient he talks about 
that may or may not have received a blood transfusion but when 
some ordinance went off, a piece of bone from the man next to him 
was imbedded in his leg. It seems like the tougher issues are not 
the transfusion issues, they are the exposure to blood issues. But 
I think that figure really brings home the number, that for every 
365,000 that had transfusion there were a whole lot of others that 
were exposed to blood. The issue is how likely is it in a combat sit- 
uation to acquire the virus through splattered blood if you did not 
get the transfusion itself. 

I want to make the point too, and I know you agree with this, 
I think this focus on veterans and this issue is very important. As 
a Vietnam veteran, I feel very strongly about it. But I do not want 
our non-veteran population out there to somehow think they are 
immune from this. This was brought home to me 2 years ago when 
one of my employees received a call from her husband 1 day that 
he was not feeling well, had been in good health at age 43, and 2 
weeks later passed away from undiagnosed hepatitis C. This is a 
very real issue out there, and not just for veterans but for our en- 
tire population, and I appreciate your work on these issues. 

Miss French. Thank you. Something I would like to share with 
you, too. Representative Allen, you had asked what was occurring 
in our system. A woman wrote me a letter about her husband who 
in 1978 was diagnosed with non-A/non-B, which now we attribute 
to hepatitis C. He went back into the service, then went into the 
hospital again, and this is 1978 we are talking about, was dis- 
charged medically, came home and became very ill in 1997. Of 
course, hepatitis C can take 28 to 30 years to show any symptoms 
at all. He was sent away from the VA with flu. 

Well, as many know, hepatitis C has flu-like symptoms. The VA 
failed to check his medical records to see that he was diagnosed 
with non-A/non-B back in 1978. So the very next day he came back 
into the emergency room with liver failure, had to get a liver trans- 
plant, and as this woman said, and I quote from her letter, “Again 
I am sorry for taking up your time and I hope that you understand 
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my point, because you see, Miss French, on April 23, 1999, a big 
part of my life died that day when my husband died.” I believe that 
these things could be prevented with more consistent health care. 

Mr. Shays. We have about 5 minutes to vote. You have many du- 
ties to attend to as well. 

Gentlemen, we will be back to continue this panel after the vote. 

We stand in recess. 

[Recess.] 

Mr. Shays. Mr. Baker, we thank you for your testimony you have 
completed, but, Mr. Bryant, we are going to start you over again, 
OK? 

Mr. Bryant. Yes, sir. 

Mr. Shays. We will go from the beginning. We have no rush, so 
you take your time. 

STATEMENT OF JAMES A. BRYANT, VIETNAM VETERAN 

Mr. Bryant. Before I start, I want to say that I am overwhelmed 
with the honor and the responsibility that has been given me that 
I have just begun to realize in listening to stories of three people, 
including yourself, Mr. Shays, that I have never met before and 
they are all the same but were all different. 

Mr. Chairman and members of the subcommittee, good morning. 

My name is James Bryant. I am 100 percent service-connected 
military veteran and I was 100 percent service-connected for other 
issues before my HCV. I currently reside in Stevens County, WA. 
I am honored to be here to tell you about my experience as a vet- 
eran with hepatitis C seeking care and treatment through the VA 
health care system. 

During my service in the Navy, I made two 9-month cruises to 
the Gulf of Tonkin as an aviation fire control technician. After 
being medically discharged in 1973 for ulcerative colitis, which is 
an inflammation of the small bowel or colon, I underwent colon 
surgery at a VA hospital in 1978. During this surgery to remove 
my colon I was given several units of blood. This blood, I am told, 
is my most likely point of infection with hepatitis C. 

I was diagnosed with hepatitis C in 1994 when the doctors at the 
Spokane VA hospital told me about my hepatitis C infection. I had 
many questions but I received very little information and even less 
support. Instead, all the VA doctors said was, “Don’t worry, your 
liver function tests are only slightly elevated so there is no reason 
to believe there is any on-going liver damage.” In essence, don’t 
sweat it, just don’t drink alcohol. The VA doctors at the Seattle VA 
hospital also told me that since my LFTs were less than twice nor- 
mal, I was not a good candidate for interferon treatment and they 
would let me know if they saw any problems developing or if there 
were any advances or improvements in treatment. 

That was mid-1994. From then until early 1999, the VA never 
contacted me for any consults or check-ups regarding my hepatitis 
C. During that time though, I began to see an escalating theme in 
my life of fatigue and what I now call brain fog. Any physical exer- 
tion wore me out. I decided to do my own research on the internet. 
I became concerned that I really had absolutely no information 
about the health of my liver. 
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In early 1999 I went to an appointment at the Spokane VA hos- 
pital and I shared my concerns about my hepatitis C and the 
health of my liver with a VA doctor. I asked for a liver biopsy and 
a viral load test, as those were the VA’s own procedures for treat- 
ment of hepatitis C. I was shocked and surprised by his answers, 
that: (1) This hospital has a policy of not doing liver biopsies; (2) 
In looking at your past LFT tests, you do not meet the protocols 
for interferon treatment as they are below twice normal; and (3) I 
will order you a viral load test and we will discuss it at your next 
appointment in 3 months. 

On my next appointment, my viral load tests revealed high hepa- 
titis C activity. I asked for a genotype test because some hepatitis 
C genotypes are much more resistant to treatment than others. 
This test was also refused. I did, however, get an appointment for 
a consultation at the GI clinic at the Spokane VA hospital. I was 
told that it would be a lengthy wait as there was now no full-time 
GI doctor at the hospital, only a part-time retired doctor handling 
the GI clinic. 

At my first GI clinic visit, I again asked for a liver biopsy, a viral 
load test, and a genotyping test. Dr. Roberts apologized and said 
that the hospital had a policy against liver biopsies and does not, 
as a matter of course, do genotyping. He said he had tried with 
previous patients and had been refused by the hospital administra- 
tion. Dr. Roberts then put me through the required hoops to rule 
out other possible causes for my high liver function numbers. 

At my next visit to the Spokane VA hospital in early January 
2000, I again asked for a liver biopsy, a viral load test, and a geno- 
type test. The then VA physician, Dr. Pavey told me that all of 
these tests were a waste of time and VA money, that biopsies were 
risky and that I should be glad for Rebetron treatment as it is very 
expensive. Finally, I started Rebetron combination therapy Janu- 
ary 18th of this year. 

The last part of my hepatitis C story is bittersweet. The good 
news is that just last month viral load tests came back 
“undetectable,” meaning a count below 8,000. The bad news is that 
there was not enough virus in my system for a genotype test when 
the VA finally did decide to run the test. Now there is no way for 
the doctors to determine whether I should continue with hepatitis 
C treatment or not. You see, different hepatitis C genotypes re- 
spond differently to treatment and dictate how long a person 
should remain on treatment. But in my case, they do not know be- 
cause they do not have the information they need. 

So they have left the decision up to me — do I continue with an 
extremely exhausting treatment for another 6 months, even though 
it may be completely unnecessary, just in case? Saving money by 
not testing in my case may well have cost the VA another $7,500. 

To summarize, I have found the following things to be true dur- 
ing the past 6 years of dealing with my hepatitis C and the VA 
health care system: I truly believe that had I not been the prover- 
bial squeaky wheel, the VA would still have done nothing to follow- 
up my hepatitis C condition. 

The VA diagnosed me with hepatitis C in 1994. To this day, how- 
ever, I have no concrete evidence as to how much hepatitis C has 
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destroyed my liver. I really want to know what shape my liver is 
in. 

My local VA hospital and the Seattle VA hospital lulled me into 
a false sense of security about hepatitis C for almost 5 years. 

I am deeply concerned about access to hepatitis C care, or the 
lack thereof, at my local VA hospital. According to Spokane VA 
hospital staff who do not wish to be named, more than 60 hepatitis 
C-positive veterans are waiting for their first appointment with a 
GI doctor, but only 3 veterans, including myself, are currently 
being treated at that hospital for hepatitis C. There are currently 
about 250 people waiting for appointments in the GI clinic. From 
January to the end of May 2000, only one doctor worked 2 days a 
week seeing all of the hepatitis C and GI patients, and then only 
in the afternoon. For the entire month of June no hepatitis C doc- 
tor was on staff. Now there is another temporary replacement doc- 
tor but only for the next 2 months. I cannot be certain, but I have 
spoken to other veterans who say this is the typical situation at 
their VA hospitals too. 

The VA may be moving in the right direction but things could 
be much better. How many veterans have lost their lives because 
the VA told them not to worry, hepatitis C is not a big thing. How 
many of my brothers and sisters are in end-stage liver disease be- 
cause the Veterans Administration has dropped the ball, never fol- 
lowed up on their hepatitis C conditions, or tested them in the first 
place, or counselled them on how important it is to refrain from al- 
cohol and drug use because of their hepatitis C. 

I read somewhere that complacency is hepatitis C’s best friend. 
That is precisely what the VA cannot be — complacent. Veterans 
need full-time doctors focused on just hepatitis C in every VA hos- 
pital in the country. Veterans need a consistent plan of treatment 
for hepatitis C so that no matter where a veteran goes for treat- 
ment they will get the same high quality care for hepatitis C. 

I wish to thank the members of this committee for inviting me 
to speak about my personal experiences regarding hepatitis C and 
the VA. I also want to thank Congressman Nethercutt and Senator 
Murray for answering my letters regarding this matter, especially 
Congressman Nethercutt for contacting the Spokane VA to find out 
for himself what was going on. 

[The prepared statement of Mr. Bryant follows:] 
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Mr. Chairman and Members of the Subcommittee: 

Good Morning. My name is James Bryant. I am a military veteran and currently reside in 
Stevens County in Washington State. I am honored to be here to tell you about my experiences 
as a veteran with hepatitis C seeking care and treatment through the VA health care system. 

I entered the US Navy in January 1 965 and went to boot camp in San Diego, California. I 
believe the air gun shots given to all recruits to be the first of several possible ways I contracted 
hepatitis C. I remember lining up for those shots and seeing many recniits, including me, 
bleeding from the shoulder after the air gun shot. After boot camp, I went to aviation electronic 
schools near Memphis. While stationed in Virginia Beach in late 1966, 1 spent time in 
Portsmouth Naval Hospital for mononucleosis, also involving the liver. I think it was here that I 
was informed that I had “non-a, non-b hepatitis” — the old name for hepatitis C. 

During my service in the Navy, I made two nine-month cruises to the Gulf of Tonkin as an 
Aviation Fire Control Technician. Before leaving for Viet Nam, we received our overseas 
inoculations. One was for yellow fever, which ! believe is being looked at in connection with 
hepatitis C, 

I returned to civilian life in January 1969 and worked in the electronics industry in Southern 
California. I returned to the Navy in early 1 97 1 and was again stationed in Virginia Beach. 
While stationed there, I was hospitalized for ulcerative colitis, an inflammation of the small 
bowel or colon. After my course of treatment I was declared unfit for sea duty and told it would 
be best for me and the Navy if I got out on a temporary disability retirement list. After about 18 
months of relatively few problems I rvas given a medical discharge. I was rated at 0% by the 
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Navy but 10% by the VA for ulcerative colitis. 

My experience with the VA medical system began in mid- 1974. Several times between 1974 
and 1 978, 1 was hospitalized for flair ups of my colitis which eventually led to my colon being 
removed in 1978. During the colon surgery I was given several units of blood. This blood, I am 
told, is my most likely point of infection with Hepatitis C. However, it is medically impossible 
to pinpoint exactly where, when or how I got infected with HCV. I believe I contracted it during 
my first enlistment in the Navy. I base this opinion on the progression of symptoms of fatigue 
and mental confusion I can remember since early in my first enlistment. Sadly, until I was 
diagnosed with HCV in 1 994, 1 was told and I believed that it was all in my head. 

When the docs at the Spokane VAMC told me about my hepatitis C infection, I had many 
questions but I received very little information and even less support. Instead, all the VA doc 
said was: “Don’t worry, your liver function tests (LFT’s) are only slightly elevated so there is no 
reason to believe there is any on-going liver damage. Don’t sweat it. Don’t drink alcohol.” By 
the way, I had stopped drinking any alcohol in 1992. The VA docs at the Seattle VAMC also 
told me that since my LFT’s were less than twice normal, I was not a good candidate for 
interferon treatment. They said they’d let me know if they saw any problems developing or if 
there were any advances or improvements in treatment. 

That was mid-1994. From then until early 1999, the VA never contacted me for any kind of 
consults or check-ups regarding my HCV. During that time though, I began to see an escalating 
theme in my life of fatigue and what 1 now call brain fog. Any physical exertion wore me out 
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At the same time, I started hearing things about hepatitis C from other sources. I decided to try 
to find out what I could on my own on the Internet. I became concerned that I really had 
absolutely no information about the condition of my liver. 

In early 1999 1 went to an appointment at the Spokane VAMC. I told the VA doc of my 
concerns about my Hep C and the health of my liver. I asked for a liver biopsy and viral load 
test, as those were the VA’s own procedures for treatment of HCV. I was shocked and surprised 
by his answers: 

1 . This hospital has a policy of not doing liver biopsies. 

2. In looking at your past LFT tests, you do not meet the protocols for interferon treatment as 
they are below twice normal. 

3. I will order a viral load test and we will discuss it at your next appointment in three months. 

On my next appointment, my viral load tests revealed high HCV activity. I asked for a genotype 
test because I had learned through my own research that some HCV genotypes are much more 
resistant to treatment than others. This test was also refused. I did, however, get an appointment 
for a consult at the GI clinic at the Spokane VAMC. I was told that it would be a lengthy wait as 
there was now no full-time GI doctor at the hospital since Dr. Pavey had retired - only a part- 
time retired doctor handling the GI clinic. 

At my first GI clinic visit, I found Dr. Roberts to be very knowledgeable about Hep C. He 
confirmed that my LFT’s were now twice the normal count. I asked again for a liver biopsy, a 
viral load test and a genotyping test. He said he was sorry but that the hospital has a policy 
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against liver biopsies and does not, as a matter of course, do genotyping. He said he had tried 
with previous patients and had been refused by the hospital administration. Dr. Roberts then put 
me through the required tests to rule out other possible causes of my high LFT’s. The next time I 
saw him, he recommenced Rebetron combination therapy. He also told me that his last day at 
the hospital would be Nov. 15 th , 19S9. I saw him for the last time the day before he left. 

Dr. Pavey returned to the Spokane VAMC in early January 2000. Again I asked for a liver 
biopsy, viral load tests and a genotype test. Dr. Pavey told me that all of these tests were a waste 
of time and VA money, that biopsies were not without risk and that I should be glad for the 
Rebetron treatment, as it is very expensive. Finally, I started Rebetron combination therapy 
January 18, 2000. 

The last part of my HCV story is bittersweet. The good news is that just last month, viral load 
tests came back “undetectable,” meaning a count below 8000. The bad news is that since the VA 
never performed a genotype test, there is no way for the docs to now determine whether I should 
continue with HCV treatment or not. You see, different HCV genotypes respond differently to 
treatment and dictate how long a person should remain on treatment. But in my case, they don’t 
know because they don’t have the information they need. They have left the decision up to me. 
Do I continue with an extremely exhausting treatment for another six months even though it may- 
be completely unnecessary just in case? Saving money by not testing, in my case, may well have 
cost the VA another $7500. 

To summarize, I have found the following things to be true during the past six years of dealing 
with my hepatitis C: 
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1. I truly believe that had I not been the proverbial “Squeaky Wheel,” the VA would still have 
done nothing to follow-up on my HCV condition. 

2. The VA diagnosed me with HCV in 1994. To this day, however, I have no concrete 
evidence as to how much HCV has destroyed my liver. I would really like to know the 
condition and health of my liver. 

3. My local VA hospital and the Seattle VA hospital lulled me into a false sense of security 
about HCV for almost five years. 

I am deeply concerned not only for myself but for other vets who may still be awaiting their first 
appointment in Spokane to see a HCV doctor. According to staff at the Spokane VAMC who do 
not wish to be named, more than 60 veterans are waiting for their first appointments with a GI 
doctor but only three vets, including myself, are currently being treated for HCV. There are 
currently about: 250 vets waiting for appointments in the GI clinic. Dr. Pavey stayed on as the 
only GI doctor on staff at the Spokane VAMC from January to the end of May. He worked two 
days a week seeing patients only in the afternoon. Until the end of June, there was no HCV doc 
on staff. Now there is another temporary replacement doctor for only the next two months. I 
can’t be certain but I have spoken to other veterans who say this is the typical situation at their 
VAMC’s too. 

I think things could be much improved in how the VA is handling HCV. They may be moving 
in the right direction but how many vets have lost their lives because the VA told them not to 
worry, its not a big thing. How many of my brother and sisters are in end-stage liver disease 
because the VA dropped the ball and never followed up on their HCV condition? Or tested them 
in the first place? Or counseled them on how important it is to refrain from alcohol or drugs 
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because of the HCV? 

I read somewhere that complacency is hepatitis C’s best friend and helper. That is precisely 
what the VA cannot be - complacent. Veterans need full-time doctors focused just on hepatitis 
C in every VAMC in this country. Veterans need a consistent plan of treatment for HCV so that 
no matter where a veteran goes for treatment, they will get the same high-quality care for 
hepatitis C. 

I wish to thank this committee and its members for inviting me to speak to you about my 
personal experience and concerns HCV and the VA. I also want to thank Congressman 
Nethercutt and the Senator Murry for answering my letters. Especially the Congressman 
Nethercutt for looking into the Spokane VAMC’s lack of a full-time GI doctor or hepatologist. 

Thank you. 

James A. Bryant 
3622 Lane Mountain Way 
P.O. Box 160 
Valley, WA 99181-0160 
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Mr. Shays. Thank you, Mr. Bryant. 

Mr. Lesinski. 

STATEMENT OF MARTIN P. LESINSKI, VIETNAM VETERAN 

Mr. Lesinski. Thank you, Chairman Shays and members of the 
subcommittee. My name is Martin Lesinski. Thank you for this op- 
portunity to speak of my personal experiences with hepatitis C. I 
hope my testimony will be of benefit not only to fellow disabled vet- 
erans, but also to the honorable Congressmen who play so principal 
a role in determining the quality of their lives. Following my testi- 
mony, I welcome your questions and concerns. 

I am a disabled veteran of the Vietnam war. My service-con- 
nected disabilities include hepatitis C. I served as an Army infan- 
try sergeant in Vietnam from the fall of 1970 until being wounded 
near the end of February 1971. I stepped on a booby trap, received 
multiple fragment wounds which required several blood trans- 
fusions, both in-country in Vietnam and also later in the Phil- 
ippines. At my annual VA blood draw in March 1998, my liver 
function tested abnormal. A followup test for hepatitis C revealed 
I was positive. Until hearing this diagnosis, I was essentially un- 
aware of hepatitis C, its causes, and its potentially fatal con- 
sequences. 

As a veteran, one returns from war either dead or alive; and if 
fortunate to be alive, either wounded or not. Here’s the thing, if 
you are wounded, you made it home alive, you know the extent of 
your injuries, your disabilities, and there is no further risk of 
death. Well, that is what I thought before this diagnosis. It was a 
shock. After nearly 30 years of living with my service-connected 
disabilities, suddenly there is a new consequence of my service — 
hepatitis C, and this one can kill me. It really took some adjusting. 

In June 1998, I was referred to the Liver Clinic at the San Fran- 
cisco VA Medical Center and came under the care of Dr. Teresa 
Wright. A liver biopsy was performed. My liver was enlarged and 
early stage scarring had occurred and was continuing. I was experi- 
encing increasing fatigue and weakness. 

At this point my situation got complicated and challenging. My 
hepatitis C was severe enough that I required treatment. I was 
screened for admission into a research study program being con- 
ducted by Dr. Wright through the VA. Unfortunately, given the ex- 
tent of my PTSD, for which I am 70 percent service-connected, I 
was rejected. Great disappointment. What to do and how to obtain 
treatment? 

Fortunately, during this process the FDA approved combination 
therapy for naive patients. But even more fortunately for myself, 
I reside in San Francisco, one of the two Hepatitis C Centers of Ex- 
cellence, and where Dr. Wright was able to make treatment avail- 
able to me. 

In February 1999, I began combination therapy, continuing 
through August. The treatment was extremely debilitating. It is 
disheartening to be 6’4”, 200 plus pounds and unable to climb a 
single set of stairs without resting mid-flight. There were weeks 
when I just could not get out of bed except to go to the bathroom. 
It was November 1999 before my blood counts returned to normal. 
Six months after the completion of treatment I was virus free and 
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my liver functions normal. Quite simply, I have gotten my life 
back. I am the fortunate one. I have returned to my base line dis- 
abilities, the non-fatal ones. 

Mine is a success case in the treatment of hepatitis C. Unfortu- 
nately, I have also learned that simply obtaining hepatitis C treat- 
ment from the VA can in itself be considered a success. It should 
not be. Think about it — 2 years after being diagnosed with a debili- 
tating disease, I am testing virus free. I know that had it not been 
for several key factors falling into place at the right time, I would 
not be here before you with my hepatitis C currently in remission. 
A number of factors converged — annual blood testing necessitated 
by my other combat injuries which detected my liver problems, liv- 
ing in San Francisco VA region where hepatitis C treatment is 
available, coming under the excellent care of Dr. Teresa Wright, a 
broad support team during my treatment, and believe me, the 
prayers of many. 

However, I should not be the only fortunate one. I believe screen- 
ing and treatment for hepatitis C should be uniformly available 
throughout all VA medical centers, and readily available to all vet- 
erans exposed to any risk factors associated with their military 
service. Until hepatitis C is viewed as a disease that affects all vet- 
erans, Congress will continue to witness and veterans will continue 
to experience this disparate level of care for hepatitis C within the 
VA’s regions. 

This disease is not only destructive, but asymptomatic, often 
stealth-like until far advanced. Such a disease requires a broad and 
uniform access to screening for the entire veteran community. Hep- 
atitis C is a silent killer. Only in looking back after my hepatitis 
C diagnosis did it become apparent to me that the fatigue and ab- 
dominal discomfort I was experiencing was the result of a fatal 
virus, and not simply the demands and stress of my daily job. How 
many other veterans are unknowingly enduring these symptoms, 
carrying this additional burden daily for having answered their 
country’s call? 

Veterans are not just fellow Americans. We are the sons and 
brothers, the daughters and sisters in families across America. No 
matter the individual circumstances, we answered our country’s 
call at a time when the options not to step forward were more nu- 
merous, more available, and more broadly supported than ever be- 
fore. As young men and women, we put on the uniforms and shoul- 
dered the responsibilities of soldiers, sailors, airmen, and marines. 
Twenty-five years after the end of the Vietnam war America’s vet- 
erans, America’s sons and daughters continue to pay the physical 
and psychological costs of their service. 

I ask you honorable Congressmen and your colleagues to provide 
the necessary oversight and resources for a consistent and com- 
prehensive hepatitis C treatment program for all of America’s vet- 
erans, not just those veterans lucky enough to be living in select 
VA regions, but for all veterans across America. It is particularly 
painful for us to be denied medical treatment in this time of sur- 
plus. 

I want to thank this committee and you, Chairman Shays, for 
your attention to this critical issue. I applaud this committee’s 
oversight to ensure that veterans receive quality access, testing, 
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and treatment for hepatitis C. This I ask of you: May not just the 
fortunate ones, but all veterans be provided unwavering screening 
and treatment for hepatitis C throughout the VA health care sys- 
tem. Please grant all veterans the opportunity to live their lives to 
their full potential. Thank you. 

[The prepared statement of Mr. Lesinski follows:] 
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Dear Chairman Shays and Members of the Subcommittee: 

Thank you for this opportunity to speak of my personal experiences with Hepatitis C. I 
hope my testimony will be of benefit not only to fellow disabled veterans, but also to the 
honorable congressmen who play so principle a role in determining the quality of life for 
America’s veterans. I am grateful that the honorable congressmen are taking the time 
to fully understand the complex issue of managing hepatitis C within the VA health care 
system. Following my testimony, I welcome your questions and concerns. 

I am a disabled veteran of the Vietnam War. My disability includes service connection 
for Hepatitis C. I served as an Army infantry sergeant in Vietnam from the Fall of 1970 
until being wounded near the end of February, 1971 . I stepped on a booby trap 
receiving multiple fragment wounds and requiring several blood transfusions. As a 
result of my injuries, I have been on anti-inflammatory drugs the past 20 years. 
Consequently, my liver and kidney functions have been monitored periodically. At my 
annual VA blood draw in March of 1998, my liver functions tested abnormal. I was 
retested several weeks later. Among the tests run at that time was one for hepatitis C. 
The results were positive. Until hearing this diagnosis, I was essentially unaware of 
Hepatitis C, its causes and its potentially fatal consequences. 

As a veteran, one returns from war either dead or alive: and if fortunate to be alive, 
either wounded or not. The thing is this. If wounded, you’ve made it home alive, you 
know the extent of your injuries, your disabilities, and there is no further risk of death. 

Or so I thought before this diagnosis. It was a shock that after living nearly 30 years 
with my service connected disabilities, there was suddenly a new consequence of my 
service - hepatitis C; and this new one could kill me. It took some adjusting. 

In June of 1998, I was referred to the Liver Clinic of the San Francisco VA Medical 
Center and came under the care of Dr. Teresa Wright, Associate Professor of Medicine 
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and Chief of Gastroenterology. A liver biopsy was performed by Dr. Wright in May 
1998, and the extent of my liver damage was recognized. My liver was enlarged and 
early stage scarring had occurred. I was experiencing increasing fatigue and 
weakness. 

At this point, my situation got complicated and challenging. I became proactive in 
educating myself about the hepatitis C virus. There were two courses of treatment at 
that time. One was solely Interferon therapy, the low success and high relapse rates of 
which didn't make the side effects worth it. The other was combination therapy, using 
Interferon simultaneously with Ribavirin. However, I was a “naive" patient; i.e., I had not 
received any previous treatment for Hepatitis C. The FDA had not approved 
combination therapy for naive patients. What to do? Dr. Wright offered the chance to 
enter a research study being conducted through the VA. I was screened for admission. 
Unfortunately, given the extent of my PTSD (Post Traumatic Stress Disorder) for which 
I am currently 70 percent service-connected, I was rejected. Great disappointment! 
Again, what to do? How to obtain treatment? Fortunately, during this process, the FDA 
approved combination therapy for naive patients. Even more fortunately, I reside in 
San Francisco, one of the two VA Hepatitis C Centers of Excellence; and where Dr. 
Wright was able to make treatment available to me. Having genotype 2b of the HCV 
virus, only six months treatment was required and my chances of success were higher 
than with the other genotypes. 

In February of 1999, I began combination therapy, continuing through August. The 
treatment was extremely debilitating. It's disheartening to be 6’4”, 200 plus pounds and 
unable to climb a single set of stairs without resting mid-flight. There were weeks when 
I didn’t get out of bed except to go to the bathroom. It was November, 1999 before my 
blood counts returned to normal. Six months after the completion of treatment I was 
virus free and my liver functions normal. Quite simply, I’ve gotten my life back. The 
weakness, abdominal pain and increasing fatigue I experienced before treatment are 
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absent. My energy has returned. I have the best possible prognosis at this point in 
time. I've returned to my base line disabilities, the non-fatal ones. 

Mine is a success case in the treatment of hepatitis C. Unfortunately, I’ve also learned 
that simply obtaining HCV treatment from the VA can in itself be considered a success. 
It should not be. Think about it: within two years after being diagnosed with a 
debilitating disease, I am testing virus free. I know that had it not been for several key 
factors falling into place at the right time, I would not be here before you with my 
hepatitis C currently resolved. A number of factors converged for me: annual blood 
testing necessitated by my other combat injuries which detected my liver problems, 
living in the San Francisco VA region where hepatitis C treatment is available, coming 
under Dr. Teresa Wright's care, a broad and deep support team during my treatment, 
and the prayers of many. 

However, I should not be the only fortunate one. I believe screening and treatment for 
hepatitis C should be uniformly available throughout all VA medical centers; and readily 
available to all veterans exposed to any risk factors associated with their military 
service. Until hepatitis C is viewed as a disease that affects all veterans, Congress will 
continue to witness and veterans will continue to experience the disparate levels of care 
that HCV is currently given among the VA’s regions. This disease is not only 
destructive, but also asymptomatic, often stealth-like until far advanced. Such a 
disease requires a broad and uniform access to screening for the entire veteran 
community. Hepatitis C is a silent killer. Only in looking back after my Hepatitis C 
diagnosis did it become apparent the fatigue and abdominal discomfort I was 
experiencing was the result of a fatal virus, and not simply the demands and stress of 
my daily job. How many other veterans are unknowingly enduring these symptoms, 
carrying this additional burden daily for having answered their country’s call? 

I have heard of fellow veterans being told that their VA doctors couldn’t treat them 
because there wasn’t enough funding. This lack of funding at local VA medical centers 
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shocks and concerns me. I know that Congress has allotted the VA up to $350 million 
for HCV-related programs. Then why are America’s veterans not being uniformly 
screened and treated for HCV? I believe all veterans should be given whatever 
resources are necessary to return their lives to their full potential. I applaud this 
committee's oversight to insure it. 

After all, veterans are not just fellow Americans. We are the sons and brothers, the 
daughters and sisters in families across America. No matter the individual 
circumstances, we answered our country's call at a time when the options not to step 
forward were more numerous, more available and more broadly supported than ever 
before. As young men and women, we put on the uniforms and shouldered the 
responsibilities of soldiers, sailors, airmen and marines. Twenty-five years after the end 
of the Vietnam War America’s veterans, America's sons and brothers, daughters and 
sisters continue to pay the physical and psychological costs of their service. 

I ask you honorable congressmen and your colleagues to provide the necessary 
oversight and resources for a consistent and comprehensive hepatitis C treatment 
program for America’s veterans - not just for those veterans living in select VA regions, 
but for all veterans across America. All of us who put on America's uniforms, who 
shouldered the defense of her families and prosperity continue to pay unanticipated 
physical and psychological costs each day. It is particularly painful to us to be denied 
medical support and treatment in this time of surplus. This I ask of you: May not just 
the fortunate ones, but all veterans be provided unwavering screening and treatment for 
hepatitis C throughout the entire VA medical system. Please grant all veterans the 
opportunity to live their lives to their full potential. 

Thank you! 

Martin P. Lesinski 
marski3@aol.com 
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Mr. Shays. Thank you, Mr. Lesinski. 

We will begin with Mr. Tierney, Mr. Allen, and Mr. Snyder, and 
then I will ask some questions. 

Mr. Tierney. Thank you, Mr. Chairman. 

Gentlemen, I am very concerned about the complacency issue 
here, the aspect that it is your worst enemy if you have hepatitis 
C. I note the committee took a review of some of the veterans 
agents in my district and some of the clinics up there, and what 
we noted, from the agents at least, is they do not see much in 
terms of outreach, particularly from the VISNs. They might catch 
a letter occasionally from the Armed Services newsletters or what- 
ever. 

What would your respective recommendations be as a way to 
reach out to veterans and to let them know about the wisdom of 
having a test, the need for it, and so on down the line on that. I 
will start with you, Mr. Baker. 

Mr. Baker. We gave those suggestions the last time we were 
here, which is simple posters and brochures, which the VA told us 
they were going to do. To date, we still have not seen a brochure 
or a poster. Like I said, my mere office, I have posters and bro- 
chures here that we send out all across the country to different 
clinics and different VA physicians asked us for them. 

Mr. Tierney. Mr. Bryant. 

Mr. Bryant. I do not know that I have an answer for you. In the 
last few months, I have seen a few pamphlets at my VA hospital. 
I feel like the gentleman on my left, I feel like one of the lucky 
ones. I just happened to be in the right place at the right time and 
asked the right questions. Otherwise, I think I would still be sit- 
ting there complacent if I had not, for my own reasons, gone on the 
Internet and found the information myself. 

Mr. Tierney. There is nothing that the Veterans Administration 
had done that prompted you to do that? 

Mr. Bryant. No. I have been a service-connected disabled vet- 
eran, or at least partially so, since 1974. I have received on other 
matters better treatment in the VA than I think I got in civilian 
hospitals for various things. And up until this hepatitis C thing, I 
would never have been here to say anything bad about the VA be- 
cause I felt almost like royalty. I was treated well for things that 
were not even service-connected. I ran out of money after a motor- 
cycle accident and they took care of my leg. But I feel like there 
was a brick wall on this. So I am sorry, sir, I do not have an an- 
swer for you. 

Mr. Tierney. OK. Thank you. 

Mr. Lesinski. 

Mr. Lesinski. Excuse me, Mr. Tierney, I did not quite hear your 
question. 

Mr. Tierney. It was for suggestions as to what could be done 
specifically in terms of better outreach. I take it that you did not 
get prompted to have your tests because you heard anything in 
particular from the Veterans Administration or clinics or hospitals. 

Mr. Lesinski. No, it actually came up in the course of normal an- 
nual blood work for other service-connected. I think the heart of 
the matter really is within the VA and the fact I realize how ex- 
tremely fortunate I am in being in San Francisco, that it just fell 
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into place. I just feel that the VA should have this in place every- 
where. We should not have to be doing additional outreach to say 
to veterans, hey, you might be a problem here. We should just be 
checking them. 

Mr. Tierney. Thank you. I note that in my district at least they 
do check in all of the clinics and the hospitals. If that is not the 
case nationwide or whatever that they check, then we are fortunate 
to have Dr. Ignello down at the Bedford facility who runs the hepa- 
titis C clinic and basically does followup on that if somebody tests 
positive. The one thing he does talk very carefully about is the rec- 
ommendation that testing be done very early. It is asymptomatic 
early on and that the longer you wait the more likely you are to 
have serious liver damage, and also the prospect of warning them 
against alcohol and things of that nature if they are subject to hav- 
ing this situation. 

So I would suspect we will probably want to have some questions 
for the Veterans Administration about the depth of their testing 
and why it is not done everywhere, and what they can do about fol- 
lowing up on that. 

Mr. Baker, you want to add something? 

Mr. Baker. That is why we suggest and we feel it should be a 
one VA on this issue. Like you are saying, where you are there is 
outreach and they are testing. There are facilities across the coun- 
try that are so inconsistent with everybody else’s policies, the guys 
just do not even know what is going on. There is not random test- 
ing in every facility. And even after the facilities do test, some of 
them still tell the guys to go home and they will have a notice that 
they will have a clinic in 6 months. Some of these veterans do not 
have time for 6 months. So the VA has to be consistent with their 
policy everywhere, and they are not. 

Mr. Tierney. Thank you. Thank you, Mr. Chairman. 

Mr. Lesinski. If I might add something to Mr. Tierney’s ques- 
tion. Perhaps one place for them to start in terms of concrete 
things to be done, since we know the blood supply was not really 
cleaned up until about 1990-1991, they could easily go through 
their records and send a letter to anyone who has received any 
kind of blood work or blood transfusions through their system up 
until that time to come in and do testing and be screened. I am 
sure they have that data base. I know it would incur great num- 
bers, but that alone would identify everything. 

Mr. Tierney. Thank you. 

I yield back, Mr. Chairman. 

Mr. Shays. Mr. Allen. 

Mr. Allen. Thank you, Mr. Chairman. 

Mr. Baker, in your testimony you say that you found the VA’s 
approach to treatment was to treat only those veterans who had 
high liver enzyme levels or those who have symptomatic liver dis- 
ease. I am wondering if you are suggesting that the treatment 
guidelines for the VA should be modified, and, if so, how they 
should be modified. 

Mr. Baker. They definitely should be modified. Some facilities, 
even the facility that I am at, if you do not have high liver enzyme 
levels, you are not going to go any further. The data shows, and 
I gave it to the committee, that in 30 percent of the cases there is 
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no liver enzyme elevation, so these fellows just continue to go on. 
I have an instance in my own facility like the one in Montana — 
liver damage, slighted elevated enzyme levels, they told him to go 
home, nothing to worry about. 

They need to change their guidelines. They need to be consistent 
with the other leading hepatologists across the country that are not 
within the VA system. What it shows us is that they are only tak- 
ing the sickest ones so they can get the $40,000 that complex care 
patients get. The bottom line, we all know, is dollars and cents 
sometimes with a lot of these people. There are good people in the 
VA; I work with them. But something is wrong in this picture with 
hepatitis C. Those veterans are not out there getting treated prop- 
erly. 

Mr. Allen. How often does the issue of whether the condition is 
service-connected or not arise with veterans in your case? 

Mr. Baker. In my case, because I am a service officer, it arises 
every time I talk to a veteran with hepatitis C. I want to know 
what his risk factors are and if he knows what his risk factors are. 
There are a lot of veterans out there that cannot find a risk factor, 
but there are others, like we said, combat veterans with no trans- 
fusions, some were wounded, some not, but we know in a combat 
scene everybody has got something. 

Mr. Allen. Mr. Snyder has some legislation that he can talk 
about but that would be helpful. 

I yield back. Thank you, Mr. Chairman. 

Mr. Shays. Thank you. 

Mr. Snyder, you have the floor. 

Mr. Snyder. Thank you, Mr. Chairman. 

Mr. Bryant, in your testimony you make mention of having had 
several units of blood during a surgery and that, in the opinion of 
some, is where they think was your most likely point of infection 
with hepatitis C. Of course, there are a lot of good reasons for that. 
But you also make the point that it is impossible for us ever to 
know for sure. I think that is the challenge that so many of our 
veterans have, is this is like the game of Clue but you never know 
the answer. There is a point in time at which infected veterans re- 
ceived that virus. We can play odds and say it must have been dur- 
ing that transfusion, but the reality is it is very difficult because 
of our state of knowledge up until 10 years ago or so to know when 
that point in time was. I appreciated your candor about the fact 
that you are not really sure when you got it either. 

I want to ask a little broader question than Mr. Tierney did. For 
each of you, if you were the new Secretary of Veterans Affairs, or 
a member of this committee or the Veterans Committee, what 
would be your No. 1 specific priority in this whole area of hepatitis 
C and the VA? 

Mr. Baker. My No. 1 priority would be to just get the word out 
to every veteran that they need to be tested. Whether they get test- 
ed through their local insurance that they have, or come into a VA. 
We have an epidemic here and the first thing is to identify who has 
it and who does not. 

From there, we straighten up our guidelines properly to coincide 
with what the regular population is doing, and we treat these peo- 
ple so that they do not become symptomatic to when they are in 



48 


the hospitals and it is costing the Department of Veterans Affairs 
and the taxpayers thousands and thousands of dollars to take care 
of these guys. Myself, I got treated in time. I am OK. The other 
fellows here, we have been treated in time. But we are the fortu- 
nate ones. So we need to get the word out first. And that was sup- 
posed to have been done. 

Mr. Snyder. Mr. Bryant. 

Mr. Bryant. I want to go back to something that you said about 
where we might have gotten it. I believe personally that I probably 
contracted it in boot camp with either air gun shots or a gamma 
globulin shot. But that does not really matter to me now. But there 
are people out there, and I look at the rest of my life other than 
my military service and the fact that I was in a VA hospital for 
surgery for a service-connected-related disability, and they tell me 
that is the most possible place, but how many people just like me 
went to boot camp, got a few shots. I worked in an air conditioned 
shop on board a carrier fixing bombing and navigation computers 
for the A-6. I got out and went home and was fortunate enough 
to have gone back in the service when I came down with ulcerative 
colitis. So there was no doubt that I had a direct link to it. But how 
many of my brothers and sisters went in, did their time, did not 
have any known risk factors, but they have hepatitis C. They went 
out and behaved themselves, they did not do drugs, they did not 
drink alcohol, they did not do any of the other things they said are 
risk factors. But they are going to die of hepatitis C all the same. 

Mr. Snyder. Thank you. 

Mr. Lesinski, do you have a specific No. 1 priority? 

Mr. Lesinski. Yes, Congressman Snyder. I would make the first 
priority uniform screening and testing. It has just got to happen. 
We cannot let the unlucky ones go. 

Second, I would broaden, as you spoke to earlier, and Jim Bryant 
just spoke to, the risk factors and exposure points. Mine was a 
clear-cut case where I had blood transfusions. I had been exposed 
to blood on the battlefield. I had no other risk factors. But it should 
be uniform screening and testing as the No. 1 priority, and under 
that, to broaden it. If someone is exposed to any of the risk factors, 
they should be brought in for screening. 

Mr. Snyder. Thank you. Thank you, Mr. Chairman. 

Mr. Shays. Thank you, gentlemen. 

The value of your testimony it seems to me is to now have the 
VA respond to it. I think your testimony and the questions that 
have been asked make it very clear that the protocol that we have 
is not really being followed. I guess I want to ask each of you why 
you think we need to have two hospitals that specialize in hepatitis 
C care when we do not have our veterans who have hepatitis C just 
in those areas. 

I will start with you, Mr. Baker. 

Mr. Baker. First of all, I think there should be more than two 
Excellence Centers if they are going to lead the way in how the VA 
treats their veterans with hepatitis C. But again it comes down to 
uniformity within the VA. One facility does one thing, another one 
does another. It is just so scattered. If we are going to have Excel- 
lence Centers, and I visited Dr. Ho’s Excellence Center as well, he 
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is doing an excellent job up there, but nobody even follows what 
he is doing. Everybody is on a different page. 

The VA needs to get on the same page. I do not know what is 
so hard about getting on the same page and all of them following 
the criteria that is out there. Leading hepatologists in the world 
have shown the VA what criteria to follow and they choose to fol- 
low their own. Do not understand that. But I know that they need 
to be on the same page, all these facilities. Let’s make them all 
Centers of Excellence, because if they are all on the same page 
they are all doing the right thing. 

Mr. Shays. Mr. Bryant. 

Mr. Bryant. I think I have to echo both of these gentlemen’s 
words. I am not nearly as eloquent. I can only reiterate that I do 
not think that the VA would have treated me had I not stepped up 
and said here I am and I need treatment. I have a son in the mili- 
tary now and he has yet to be tested for hepatitis C. I know people 
in different parts of the country, only because I talk to them on the 
computer, who not only had no outreach from the VA, but they can- 
not even get service-connected because they have to wait 2 years 
for an appointment to be service-connected. But they are going to 
die before their appointment comes up because they cannot get 
treatment for something that I think every one of us in this room, 
or at least from here forward, knows is service-connected. That 
may not be quite the answer to your question, but it was what was 
on my mind. 

Mr. Shays. Thank you. 

Mr. Lesinski. 

Mr. Lesinski. Simply make every region a Center of Excellence. 
That is all we need to do. It is easy. 

Mr. Shays. Again, your testimony is very powerful. If what you 
have encountered is indicative of the problem other veterans en- 
counter, it is a strong indictment that the protocol is just not being 
practiced. 

Yes, sir? 

Mr. Baker. I would just like to add one thing, and Miss French 
brought this up, and that is the issue of the funds and how the VA 
Central Office has sent it down to their VISNs. I was at the Miami 
facility as well when they told us that they did not have the money. 
We had corresponded with VA at an earlier date about that and 
had been told that more money was sent. We need to make these 
VISN directors accountable for this money that is designated for 
hepatitis C. That $350 million that was supposed to go to help to- 
ward that has gone to a lot of other places, and we know that. So 
we need to really make them accountable and somehow designate 
that this money is exactly for that purpose, not for parking lots, not 
for a bunch of people to go to different places in the country to sup- 
posedly take care of certain issues. 

Mr. Shays. Any other comments any of you would like to add? 

Mr. Bryant. Yes, sir. I have not been involved in this nearly as 
long as any of these other people here. I have never met them be- 
fore the last day or so. But everything that they said about lack 
of treatment, lack of outreach I have found true in my own life and 
with people whom I have talked to. 
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My VA hospital chooses not to do liver biopsies, until the last 
month or so they chose not to do viral load testing or genotyping. 
I think, pardon my French, but it is going to come back and bite 
them in the butt because now they are going to find out that the 
little things that they did not do before are going to end up costing 
them more money. I have got to do 6 more months of treatment 
that I do not want to do because they cannot tell me whether I 
should stop or not. 

Mr. Shays. Mr. Lesinski, we are going to have three recorded 
votes, but go ahead. 

Mr. Lesinski. Chairman Shays, two things very quickly. One is, 
they do know how to do it right. I am sitting here because they do 
know how to do it right. They can do it right. They need to do it 
right uniformly. And second, the other thing I would like to say in 
closing, is once again I would like to applaud this committee for 
your efforts and oversight in assuring that veterans get the re- 
sources they need to live to their full potential. Thank you, gentle- 
men. 

Mr. Shays. Thank you. I just would use that as an occasion to 
say that we first became aware of this problem when we had a 
hearing on the safety of the blood supply. We were looking at the 
HIV/AIDS virus and in there was just an off-handed comment that 
300,000 people had become infected with hepatitis C and that a 
good chunk of them were veterans. And that is kind of how we 
learned of it and that is how we began to followup. It is an extraor- 
dinarily important issue, and I appreciate all three of you willing 
to be here and testify. Thank you very much, gentlemen. 

I think we will try to get in at least the first testimony of the 
next panel. So if we could call our next panel, which will be Dr. 
Thomas V. Holohan, Chief of Patient Care Services Officer, Veter- 
ans Health Administration; Dr. Samuel B. Ho, staff physician, Min- 
neapolis VA Medical Center; Dr. Norbert Brau, staff physician, 
Bronx VA Medical Center; and Dr. Frank Iber, Hepatologist, a vol- 
unteer at Hines VA Medical Center, Hines, IL. 

Thank you, gentlemen. We will swear you in. If you would raise 
your right hands, please. 

[Witnesses sworn.] 

Mr. Shays. Thank you. Note for the record that all witnesses re- 
sponded in the affirmative. 

We will start with you, Dr. Holohan. I think we will hear your 
testimony and then we will break for the vote and come back. 

Let me state again for the record there is a protocol that usually 
has the executive branch go first. We appreciate your willingness 
to listen to the witnesses. That way we will not have to ask some 
of the questions and then have to bring you back up afterwards. 
So it serves our purpose well and I hope yours, too. So thank you 
very much for your cooperation. 

Dr. Holohan, you have the floor. 



51 


STATEMENT OF DR. THOMAS V. HOLOHAN, M.D., CHIEF, PA- 
TIENT CARE SERVICES OFFICER, VETERANS HEALTH AD- 
MINISTRATION, ACCOMPANIED BY JIMMY NORRIS, CHIEF FI- 
NANCIAL OFFICER, VETERANS HEALTH ADMINISTRATION 

Dr. Holohan. Thank you, sir. Let me begin by making a per- 
sonal comment. I am a Vietnam-era veteran, 70 percent service- 
connected. I thought that was an important statement to make 
given the tenor of the testimony we are hearing. 

VA has already submitted written testimony for the record. What 
I would like to do at this time, Mr. Chairman, is to briefly summa- 
rize some of that information and then address the additional ques- 
tions that were submitted by your staff on July 7th. 

Since our last testimony to this subcommittee in June 1999, we 
have achieved a number of goals in our attempts to establish a na- 
tional system-wide and an evidence-based approach to this disease. 

We have established the Emerging Pathogens Registry as our 
primary mechanism for tracking both hepatitis C testing and those 
individual patients who have been shown to have the disease. This 
Registry uses an automated computer program that forwards the 
information to a central data base. We have reviewed and updated 
our treatment guidelines, and have put in place a risk assessment 
reminder system to improve our diagnostic capabilities. 

Our Centers of Excellence in Miami and San Francisco have de- 
veloped educational materials and counseling guidelines for pa- 
tients and practitioners. They are participating in and monitoring 
a number of investigations, including VA studies of hepatitis C 
prevalence, an industry-sponsored study of treatment outcomes of 
combined therapy in veteran patients, and clinical studies of new 
drugs. 

VA has developed cooperative outreach programs with Veterans 
Service Organizations, and private groups such as the American 
Liver Foundation, and the Hepatitis Foundation International. We 
are currently in the planning stages of the mailing of 4 million bro- 
chures, one to each enrolled veteran in VA. 

The Acting Under Secretary for Health has released an addi- 
tional $20 million in reserve funds this fiscal year for hepatitis C 
initiatives. The amount provided each Network is proportional to 
their current fiscal year expenditures for this disease. In fiscal year 
2001, we intend that the VERA funding will include recognition of 
the costs and the distribution of hepatitis C throughout VA and 
further adjustments will be made appropriately. 

VA has also established a Web site that provides educational ma- 
terials, guidelines, and information that has been presented at our 
various national clinical and counseling symposia. 

Now, Mr. Chairman, with respect to the additional information 
sought by your staff, I will address those specific issues of interest. 

From fiscal year 1998 throughout the first half of fiscal year 
2000, approximately 325,000 veteran patients have been tested for 
hepatitis C. Approximately 65,000 have been found to be positive 
for those antibodies; that is about 20 percent of those tested. 

You also asked about the number of veteran patients with hepa- 
titis C who have received or are receiving treatment. This is dif- 
ficult to determine precisely because there is no single data base 
that lists unique patients and drug treatment that is specific for 
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hepatitis C. The Pharmacy data base can identify from June 1999 
individual patients on Rebetron or combined interferon/ribavirin, 
and hepatitis C is the only indication for that product. However, 
another treatment alternative is interferon alfa, and that drug is 
used to treat a number of diseases in addition to hepatitis C, for 
example, chronic myelogenous leukemia. 

So in order to determine the total number of hepatitis C patients 
on either Rebetron or interferon alfa, we will have to compare pa- 
tient lists by social security number across the pharmacy data base 
and the Emerging Pathogens Registry. This work is currently un- 
derway but is not yet completed. However, we do know, on the 
basis of these two data bases, the mean number of new patients 
started on Rebetron each month approximates 14 percent of the 
mean number of newly diagnosed hepatitis c patients each month, 
as reported in the Registry. 

You asked what percentage of veterans with hepatitis C are eligi- 
ble or appropriate for drug therapy. This is a question which we 
have been quite interested in, as you may imagine. The original es- 
timates of our VA experts in liver disease were that about 20 per- 
cent of our patients would be eligible. Their estimates were based 
upon the observation that there are a number of absolute or rel- 
ative contraindications to such therapy. The benefits, for example, 
often do not outweigh the risks for those with very mild liver dis- 
ease or for advanced liver disease. Other contraindications include 
age greater than 60, significant extrahepatic disease, depression, 
autoimmune diseases, uncontrolled diabetes, moderate to severe 
anemia or low white cell or platelet counts, pregnancy or refusal 
to use contraception. The possibility of poor compliance with com- 
plex regimens must be considered. And finally, it is widely believed 
that ongoing alcohol or illicit drug use is an absolute indication. 

As I have noted above, we have evidence that on average the 
number of new patients started on Rebetron each month represents 
about 14 percent of the total number of newly diagnosed patients 
each month. In addition, the San Francisco Center of Excellence 
has obtained risk factor and treatment candidacy information on 
veteran patients with hepatitis C at 26 medical centers across the 
country. Approximately 15 percent of the patients sampled were on 
treatment. 

So we believe that when additional data are available in larger 
samples and the patients on interferon alfa alone are added to 
those on combination therapy the original 20 percent estimate will 
prove to have been reasonably close to the actual treatment rates 
that we are observing. 

You asked when the direct comparisons of the Emerging Patho- 
gens Registry and the Pharmacy data base would be complete. As 
stated, we have performed an initial match, but the two sources do 
not reflect the same period of time. We will attempt to select our 
patients from the same time interval in the two data bases. How- 
ever, reducing the figures to a monthly average and comparing 
hepatitis C-positive patients with patients on treatment, an ap- 
proach we have described above, the data suggests that the propor- 
tion on treatment with Rebetron, interferon alfa alone, or 
interferon alfa plus ribavirin is approximately 16 percent. 
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Mr. Shays. I am sorry, Dr. Holohan, we are going to have to go 
vote. We have three votes and you gentlemen need to get on your 
way. I do not know if you want to quickly get a bite to eat or some- 
thing and we would come back in about 20 minutes. 

Dr. Holohan. Twenty minutes? 

Mr. Shays. If we could be here at five after. 

[Recess.] 

Mr. Shays. Gentlemen, sorry to keep you waiting. I underesti- 
mated the time it would take to do three votes. 

Dr. Holohan, if you would like to continue your statement. Thank 
you, and sorry to interrupt you. 

Dr. Holohan. Thank you, Mr. Chairman. I am not going to re- 
peat what I have said except to again emphasize the numbers. We 
talked about the numbers that have been tested and that about 20 
percent of the 325,000 tested have been positive. We talked about 
different mechanisms for looking at the data we have available to 
us about the percentage of positive patients who are treated, and 
those three different methodologies return 14, 15, and 16 percent 
respectively, which we believe is very similar to the predictions 
that some of our VA liver experts made several years ago about 20 
percent of veteran patients who are positive being appropriate can- 
didates for treatment. 

The final statement, related to a question that your staff posed, 
was how the hepatitis C assessment reminder would be used, I 
think the phrase they used was “clinical reminder,” and when it 
would be implemented. The way this system operates is that when 
a VA practitioner selects a patient’s record for display, there is a 
computer program that automates the process of detecting and 
then excluding patients who have already been tested, whether 
they have positive or negative results, and it also excludes patients 
whose records indicate an established diagnosis of hepatitis C 
based on ICD-9 codes. So the clinician then knows whether the pa- 
tient in question has already been tested, has an established diag- 
nosis, or needs to be assessed for risk factors. If the latter situation 
obtains, presumably assessment then would be initiated. 

The earliest version of this program was released to all sites in 
March of this year, 2000. The Information Office has informed us 
that an enhanced reminder program was distributed in June of this 
year. I believe the VA clinicians testifying here today will endorse 
the effectiveness of this assessment clinical reminder. And software 
currently under development will collect and provide more com- 
prehensive data that will include other laboratory results, medica- 
tion usage, and information related to status with regard to hepa- 
titis A and hepatitis B for issues of coinfection. 

That concludes my oral testimony, Mr. Chairman. I am pleased 
to answer any questions. 

[The prepared statement of Dr. Holohan follows:] 
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Statement of 

Thomas V. Holohan, M.D. 

Chief Patient Care Services Officer 
Department of Veterans Affairs 
Before the 

Subcommittee on National Security, Veterans Affairs, And International Relations 
Committee on Government Reform 
U.S. House of Representatives 

July 12, 2000 

Mr. Chairman and members of the Subcommittee, I am pleased to appear 
before you today to discuss our ongoing efforts to address issues of Hepatitis C 
(HCV) in the veteran population receiving care through the Department of 
Veterans Affairs (VA). I am accompanied by Jimmy Norris, Chief Financial 
Officer for the Veterans Health Administration. 

Since our last report to you in June, 1999, VA has achieved a number of 
goals in its attempt to establish an appropriate system-wide approach to the HCV 
problem. These efforts include better identification and treatment of HCV 
patients, expanded educational and counseling efforts, commencement of a 
multi-center research trial, collaborative outreach programs, and changes in 
funding allocation methodology in order to more accurately reflect the resources 
required by HCV treatment. 

The HCV Registry 

The Emerging Pathogens Index (EPI) registry is a computer program 
which automatically extracts information regarding each positive test for Hepatitis 
C virus antibody in the VA, and forwards that information to a central data base. 
Data in the Registry indicate that from FY 1998 through the second quarter of 
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this fiscal year, approximately 325,000 veterans have been tested; of that 
number, 65,000 unique veteran patients have been found to have HCV. 

Risk Factor Evaluation 

To encourage screening and to more accurately determine the number of 
veterans who are being evaluated for risk factors, formal clinical reminders are 
being added to the information base available to VA clinicians. Patients who 
have had a blood test for antibodies to HCV, or who have a diagnostic code 
(ICD-9 code) associated with HCV are considered to have been appropriately 
tested or diagnosed. Absent those criteria, a reminder notice for risk factor 
evaluation and possible testing appears on the computer screen. The 
enhancement is now in place, and preliminary evaluation is underway. In 
addition, a performance measure targeting the percentage of patients that should 
be screened over the next year is currently under development. 

Treatment 

The guidelines for treatment of HCV are under continual review, and are 
modified as new information is available. The most recent update was 
completed in January 2000 (Appendix 1). 

Information from the Pharmacy Benefits Management database indicates 
that since July 1 999, an average of 344 new patients are started on combination 
therapy with interferon-alpha and ribavirin (Rebetron) each month. This 
represents approximately 14 percent of newly diagnosed cases. The specific 
number of patients treated for HCV with interferon-alpha alone is not currently 
known but is under study. VA clinicians with specific expertise in HCV had 
estimated that about 20% of all HCV positive veteran patients might be 
appropriate candidates for treatment. We believe that the pharmacy database 
numbers, when complete, are likely to validate those initial estimates. 
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Centers of Excellence 

During the past year, the Centers of Excellence in Hepatitis C, located in 
San Francisco and Miami, have been involved in numerous important projects; 
these include: 

• Completion and distribution of veteran-specific educational materials for the 
22 Networks, Veterans Service Organizations, and VA’s Vet Centers. 

• Completion of counseling guidelines and a “T rain the T rainer" educational 
seminar in March 2000. A second seminar is scheduled for September 2000. 

• Continuation of a VHA Cooperative Studies Protocol to assess the prevalence 
of HCV in the veteran population. 

• Implementation of an industry funded multi-center trial to determine a number 
of outcomes which include treatment response to combination therapy, 
assessment of those factors which affect disease progression, and detection 
of any differences in response rates attributable to race/ethnicity. 

• Clinical research on new drugs for the treatment of HCV. 

• Development of a model for use by Networks and facilities to help achieve 
consistency in the provision of care across the entire system. 

• Preparation of a “telephone triage” booklet for use at all levels of the 
organization to answer patient questions and direct them to appropriate care. 

Outreach Efforts 

VA has continued to collaborate with the American Liver Foundation, 
Hepatitis Foundation International and the Veterans Service Organizations. 
Patient testing programs were held during the months of March, April and early 
July. Presentations were made at the annual meeting of Hepatitis Foundation 
International, at several VSO national meetings and to VA’s Council on Minority 
Veterans. VA also participated in the Public Service Awareness Week with a 
staffed booth on the mall featuring our efforts in HCV. The first meeting of the 
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American Liver Foundation’s Veterans Council was held in June 2000, to discuss 
barriers to outreach and develop an action plan to overcome these barriers for 
veterans who are users of the traditional VA system of care and those who are 
not. Veteran-specific brochures have been prepared by a number of Networks, 
and similar efforts are being prepared on a national scale. 

Funding and Resources 

The Acting Under Secretary for Health has initiated the release of 
additional funding in FY 2000 for HCV and changes in the resource allocation 
formula that will begin in FY 2001 . This fiscal year, an additional $20 million from 
the national reserve fund will be distributed across the VISNs in proportion to 
their existing expenditures for HCV. While the distribution is based upon past 
resource use, it closely follows the HCV patient numbers by VISN, thus reflecting 
both actual and potential workload and resource utilization. (Appendix 2) 
Beginning in FY 2001 , VERA funding will include recognition of the costs and 
distribution of HCV, thereby assuring appropriate funding both for patient care 
and geographic distribution of patients. At present, available information 
indicates that about 78% of HCV patients whose annual drug costs are at least 
$5,000 are already reimbursed under VERA at the Complex care price. 

VA Web Site 

VHA has established a web site, accessible via the internet, to provide 
information on HCV. This includes patient and physician educational materials, 
evaluation and screening guidelines, treatment guidelines, treatment side effects, 
slide presentations from the Clinical and HCV Counseling Symposia, and links of 
interest. This can be accessed through the address: www.va.gov/hepatitisc. 
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Summary 

Mr. Chairman, VA continues to lead the nation in identification, counseling 
and treatment of patients with HCV. The release of $20 million from the National 
Reserve account and adjustments to VERA for 2001 will support our VA health 
care facilities in addressing outreach, screening, diagnosis, and treatment for 
patients with HCV. While the prevalence and costs of HCV vary across the 
country, we will work to assure that a consistent level of screening, testing and 
access to treatment are available wherever the veteran receives care. We look 
forward to working with Congress to assure that the VA’s care for HCV 
represents the best practice in the nation. 

This concludes my statement. We will be pleased to respond to the 
Committee’s questions. 
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Appendix 1 

Treatment Guidelines 

Background 

HCV is a chronic viral infection which rarely remits spontaneously. 
Approximately 20% of patients develop cirrhosis, but the natural history of HCV 
disease is highly variable, with some patients progressing to cirrhosis in 15 
years, and others never progressing to cirrhosis over a life-time (1 ). Treatments 
for HCV disease remain inadequate, since approximately 50% of patients will 
never achieve a sustained benefit from therapy, regardless of the dose and 
duration of administration, Interferon alfa and interferon alfa plus ribavirin are 
approved by the FDA for treatment "naive" patients with HCV disease. However, 
interferon-based therapies must be administered parenterally, and have 
significant side effects. There are also a substantial number of patients in whom 
treatment is contraindicated. In view of the variability in natural history, the cost of 
treatment and the lack of uniform benefit, treatment should ideally be provided to 
those at greatest risk of progressive liver disease and to those in whom quality of 
life is reduced from chronic infection. The recommendations outlined below are 
based primarily on those put forward at the National Institutes of Health 
Development Conference in 1997 (2) and the CDC recommendations for the 
identification, counseling, testing and referral of persons at risk for HCV infection 
in 1998 (3). These recommendations have been updated since the recent FDA- 
approval of combination interferon plus ribavirin which occurred since the 
publication of these two documents. 

Management 

Management of patients who are anti-HCV positive by ELISA should 

include: 

1 . Education regarding factors such as alcohol use which increase the risk of 
progressive liver injury 

2. Counseling on modes of transmission of HCV including parenteral and 
sexual transmission 

3. Medical assessment regarding need for vaccination against hepatitis A 
and B 

4. Evaluation for potential therapy 

In order to determine need for therapy, anti-HCV positive persons should 
be assessed for: 

■ confirmation of diagnosis (see V.A. screening guidelines for HCV) 

■ biochemical evidence of chronic liver disease by serum alanine 
aminotransferase (ALT) and serum aspartate transaminase (AST) 
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■ severity of disease and possibie treatment according to current practice 
guidelines in consultation with, or referral to, a specialist knowledgeable in 
this area. Liver biopsy although not essential, is strongly recommended 

■ adequate hemoglobin, white blood cell and platelet counts to tolerate 
therapy 

■ measurement of hepatic synthetic function (serum albumin, bilirubin, 
prothrombin time) 

■ determination of potential contraindications to therapy (table 1) 


FDA-approved treatments 


Treatment naive patients 


Combination therapy 

The FDA approved the combination of interferon and the oral antiviral 
agent ribavirin (Rebetron R) for initial treatment of chronic hepatitis C. The results 
of multicenter randomized controlled trials in the United States and Europe (4,5) 
have shown significant benefit with combination therapy versus monotherapy. 

The sustained virological response six months off therapy in patients receiving 48 
weeks of therapy was 38 per cent compared with 13 per cent in those receiving 
interferon monotherapy for 48 weeks. In the whole population, 48 weeks of 
combination therapy was significantly better than 24 weeks (31 per cent). As with 
interferon monotherapy, there was a strong influence of genotype on response. 
Sustained virological response in patients with the most common genotype in the 
U.S., genotype 1 , was 29 per cent, while response in non-1 genotypes was 66 
per cent. Patients with genotype 1 infection benefited from 48 versus 24 weeks of 
combination therapy (28 and 16 per cent respectively). In contrast, there was no 
additional benefit of 48 versus 24 weeks of therapy in patients with non-1 
infection. 

As a result of these trials, combination therapy appears to be the treatment 
of choice for naive patients. However, if there are contraindications to the use of 
ribavirin such as patients with unstable cardiac disease, those with anemia or 
those who might conceive on treatment or within six months of completion of 
therapy, the patient should be treated with interferon monotherapy (6). 
Monotherapy 

For patients who are not candidates for combination therapy, other FDA- 
approved treatments for those who are "treatment naive" include three 
formulations of interferon (interferon alfa 2a, interferon alfa 2b and interferon alfa 
con-1 ). Doses range from 3MU three times weekly for 12-1 8 months (for 
interferon alfa 2a, interferon alfa 2b) to 9 mg three times weekly for interferon alfa 
con-1 . Large-scale studies have demonstrated the benefit of increased duration 
of therapy to 12 months in reducing relapse rates (6). 
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Previously treated patients 

Both combination treatment and interferon monotherapy are FDA- 
approved for the treatment of "relapsed" patients - those who have previously 
received interferon, responded biochemically on therapy but then subsequently 
failed to maintain a normal serum ALT when treatment was stopped (7,8). 
Response rates in "relapsed” patients to combination therapy for 6 months and to 
interferon aifa con-1 monotherapy (15 mg three times weekly) for 12 months are 
similar with either therapy (7,8). 

Definition of response 

Efficacy of treatment is measured biochemically (defined as normalization 
of serum ALT) virologicaliy (defined as undetectable serum HCV RNA) and 
histologically (defined as reduction in liver inflammation and/or fibrosis on post- 
treatment liver biopsy). Because of concordance between improvement in liver 
histology and biochemical and virological response in the majority of patients, 
post-treatment liver biopsy is not routinely recommended. Treatment end-points 
are measured at two time-points - end-of-treatment (ETR) and 6 months post- 
treatment (sustained response or SR). 

Response to treatment 

With interferon monotherapy at standard doses, biochemical ETR at 12 
months is observed in 30-40 per cent and biochemical SR in 15-20 per cent of 
cases (5,6,8). With the same regimen, virological ETR is 20-30 per cent and 
virological SR is 10-15 per cent (5,8). Biochemical and virological improvement is 
typically associated with histological improvement. The addition of ribavirin at 
doses of 1 ,000-1 ,200 mg to interferon at standard doses for 12 months increases 
the virological SR to approximately 40 per cent (5). 

In patients who have previously been treated with interferon without initial 
normalization of serum ALT and/or loss of HCV RNA, further interferon with or 
without ribavirin is only occasionally associated (< 1 0 per cent) with prolonged 
benefit and is currently rarely indicated in clinical practice. However, in patients 
who have been treated with interferon and have had a biochemical and 
virological ETR but not SR (transient responders or relapsers), retreatment with 
interferons such as interferon alfa con-1 (15 mg three times weekly for 48 weeks) 
or interferon in combination with ribavirin can result in a virological SR of 40-50 
per cent (7,8). 

While these studies are encouraging, the benefits of treatment on 
important clinical outcomes such as quality of life and disease progression 
remain to be determined. 

Selection of patients for treatment 

All patients with chronic hepatitis C are potential candidates for therapy. 
However, given the current limitations of therapies, treatment is clearly 
recommended only in a selected group of patients. In others, treatment decisions 
are less clear and should be made on an individual basis or in the context of 
clinical trials. 
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Treatment is cleariy indicated for the following group: 

Patients with histologically moderate disease 

The NIH Consensus Development Conference determined that treatment 
is recommended for patients with chronic hepatitis C who are at greatest risk for 
progression to cirrhosis. These are patients with persistently abnormal serum 
ALT, detectable serum HCV RNA by sensitive assays and liver histology showing 
fibrosis with or without moderate inflammation and necrosis. 

Information published since the NIH Consensus Conference suggests 
that equal response rates are achievable in patients with significant fibrosis 
including cirrhosis as in those without fibrosis (4,5). Thus patients with 
compensated cirrhosis should be considered appropriate candidates for therapy. 
Treatment is less clearly indicated in: 

Patients with histologically mild disease 

Therapy is less clearly indicated in patients with mild liver disease in 
which there is Grade 1 inflammation and no evidence of fibrosis since the rate of 
progression to cirrhosis is slow, and indeed these patients may never develop 
advanced liver disease. In these patients, therapy may be undertaken, since this 
is the group of patients that has the greatest chance of viral clearance with 
treatment. Alternately, the patient and the physician may elect to observe without 
treatment, and periodically measure serum ALT with repeat liver biopsy in 3-5 
years to determine if disease is progressive. 

Patients with normal serum ALT 

Therapy is not indicated in those patients with persistently normal serum 
ALT. Normal ALT does not preclude histological evidence of liver injury, but 
interferon treatment, even in patients who are viremic, rarely results in viral 
clearance, and may lead to elevations of serum ALT. No data are available 
regarding the use of interferon/ribavirin in patients with normal ALT. Treatment of 
such individuals should be in the setting of a clinical trial. 

Patients with histologically advanced disease 

Patients with cirrhosis and clinical complications of liver disease 
(gastroesophageal bleeding, ascites, encephalopathy, impaired hepatic synthetic 
function etc.) typically respond poorly to treatment and may even be at risk for 
further hepatic decompensation on interferon. Thus patients with clinically 
decompensated cirrhosis should not be treated with interferon and should be 
referred for consideration of liver transplantation. 

Patients over the age of 60 or those with significant non-hepatic disease 

Given the long interval between infection and the development of 
complications of liver disease and the variability in the natural history of infection, 
in patients who are over the age of 60 years or who have significant disease 
other than liver disease - for example symptomatic coronary artery disease, 
uncontrolled diabetes, renal insufficiency, symptomatic chronic obstructive 
pulmonary disease - treatment is not routinely indicated. In these individuals, the 
life expectancy of the underlying condition should be taken into account when 
discussing the potential benefits of treatment. Patients who have undergone solid 
organ transplantation should be treated with caution because of a theoretical risk 
of precipitating allograft rejection. Given the inadequacy of data regarding 



63 


treatment recommendations in these groups, whenever possible, these patients 
should be treated in the context of therapeutic trials. 

Pre-treatment assessments 

(see table 2) 

1 . All patients must have documentation of anti-HCV positivity, confirmed 
when the diagnosis is in doubt by a recombinant immunoblot assay. 

2. All patients should have a careful medical history and a physical 
examination to assess for symptoms and signs of chronic liver disease. 

3. All patients must have elevated serum ALT but the duration and degree of 
elevation is not specified. Repeat ALT testing is also recommended at 
intervals in those with initially normal ALT since subsequent elevation 
would prompt further assessment. 

4. Other common causes of liver disease such as alcoholic liver disease, 
active hepatitis B infection, hemochromatosis and autoimmune liver 
disease should be excluded. 

5. Patients should have evidence of preserved hepatic synthetic function as 
indicated by a normal or near normal serum albumin, direct serum bilirubin 
and prothrombin time. Patients must also have a platelet count > 75k/mm3 
and absolute neutrophil count >1.5 k/mm3 in order to tolerate therapy. 

6. Testing for HCV RNA level (viral load) by a quantitative assayfquantitative 
PCR (qPCR) or branched DNA signal amplification assay (bDNA)} can 
provide information regarding the viral titer and may help counsel patients 
as to their likelihood of response. Patients with low viral load are more 
likely to respond to treatment than those with high viral load. However, 
there is no absolute predictor of response or non-response based on HCV 
RNA titer. Pre-treatment HCV RNA levels are optional but highly 
recommended. 

7. There are at least six genotypes of HCV and more than 30 subtypes. 

There is extensive information that the genotype responsible for infection 
influences the response to interferon and likely also to interferon/ribavirin, 
with patients infected with genotype 1 consistently showing lower 
response rates than those infected with genotype non-1 . However, there is 
currently no FDA-approved method for either genotyping or serotyping. 
While these tests are considered as research tools, they are increasingly 
being used in clinical practice. Recent studies suggest using 12 months of 
therapy for genotype 1 versus 6 months for genotype 2 or 3. Therefore for 
cost-effective management, assessing the HCV genotype, when available, 
is strongly recommended prior to therapy. 

8. Because interferon can aggravate underlying autoimmune disorders, 
patients must be euthyroid (on replacement therapy if necessary) and their 
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diabetes, if present, must be controlled. Patients should also be assessed 
for coexistent autoimmune liver disease with a serum ANA, and if present 
in high titer, treatment should be administered with caution. 

9. Serological markers of prior HBV and HAV infection should determine 
whether vaccination against HBV and/or HAV infection is appropriate. 

1 0. Pregnancy test for women of child-bearing age considering interferon 

1 1 . atients must undergo a careful evaluation for a history of depression or 
uncontrolled psychiatric disorders, they must be assessed for an adequate 
home environment for storage of interferon and they must be assessed for 
substance abuse. Ongoing alcohol use is an absolute contraindication 
since cessation of alcohol is considered to be of prime benefit to the liver 
disease. Ongoing injection drug use or other illicit drug use is also 
considered an absolute contraindication because of issues of compliance 
and need for patients to demonstrate their commitment to their treatment 
regimen. A past history of depression which has resolved or ongoing 
depression which is adequately controlled with therapy is not a 
contraindication to treatment but such patients should be managed in 
conjunction with a mental health professional. 

12. Liver biopsy is considered the gold standard for assessment of patients 
with chronic hepatitis and is most useful for determining the severity of 
liver injury (i.e. the fibrosis stage of disease) (1). Liver biopsy may be 
helpful in excluding other causes of liver disease although this can be 
accomplished with reasonable accuracy by a careful history, physical 
examination and appropriate laboratory testing. 

Monitoring while on therapy 

1 . Hemoglobin, hematocrit, white blood cell count, differential and platelet 
count should be monitored at week 1 , week 2, week 4 and at periodic 
intervals (approximately monthly) during therapy. Particular attention must 
be paid to changes in hemoglobin in patients receiving interferon/ribavirin 
therapy. 

2. Patients should be evaluated by a healthcare provider at 1 -2 month 
intervals for side effects of therapy, and for guidance to manage these 
side effects. 

3. Serum ALT should be monitored approximately monthly when the patient 
is undergoing phlebotomy for other tests. 

4. In the patient receiving interferon monotherapy, HCV RNA should be 
tested at 3 months and a decision made regarding further therapy as 
discussed below. In the treatment naive patient with genotype 1 infection 
receiving combination therapy, HCV RNA should be tested at 6 months 
when a decision for further treatment is made. In the treatment naive 
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patient with non-1 infection or the relapse patient receiving combination 
therapy, treatment should be for 6 months regardless of biochemical or 
virological response so that HCV RNA results are not as critical for 
management. In all patients, HCV RNA measurement at the end of 
therapy and six months following therapy is useful to determine response 
or non-response and the durability of this response. 

5. Thyroid function should be checked eVery 6 mor#is. v 

6. Patients, male and female, should practice adequate contraception while 
on therapy, particularly if receiving interferon/ribavirin. Male patients 
should have barrier contraceptives issued on a monthly basis and female 
patients should have serum pregnancy tests done monthly. The only 
exception to this is surgical sterility of greater than one year. 

7. Repeat liver biopsy outside a research protocol is rarely necessary to 
monitor response. 

8. Guidelines for dose modificiations of interferon/ribavirin include reduction 
of rebetol to 600mg daily for hemoglobin < lOg/dL for patients with a 
cardiac history, or for > 2 g/dL drop in hemoglobin over a four week period 
in all patients; interferon should be reduced to 1 .5 MU tiw for WBC <1.5, 
neutrophils < 0.75 or platelets less than 50k. Permanent discontinuation of 
both medications should occur for hemoglobin < 8.5 g/dL, WBC < 1 .0, 
neutrophils < 0.5, platelets < 25k. For other guidelines, see product insert. 


Current recommendations for treatment 

Treatment naive patients 

Interferon 3MU tiw and ribavirin (1 ,000 mg for <75 kg, 1 ,200 mg for > 75 
kg in two divided doses daily) with a decision to continue or withdraw therapy 
based on biochemical and virological response at 6 months. Therapy should be 
continued if HCV RNA is negative and if serum ALT is normal for an additional 6 
months in patients with genotype 1 infection. In those with genotype 2 or 3 
infection, therapy should be only for 6 months regardless of virological or 
biochemical response. 

Recommendations for management are less clear in the patient with 
either a biochemical or a virological response but not both. In general, the 
practice is to give a patient with one but not both markers of response the benefit 
of the doubt and to continue therapy. 

Treatment naive patients with contraindications to ribavirin 

Interferon at FDA approved doses (3MU tiw for alfa 2a and alfa 2b, 9 mg 
for alfa con-1) for three months {12 weeks) with decision at 3 months to continue 
or withdraw therapy based on biochemical and/or virologic response. 

If serum ALT is normal and/or HCV RNA is undetectable by a PCR- 
based assay at 3 months, treatment should be continued for a total of 48 weeks. 
If the serum ALT is abnormal and the HCV RNA is still detectable at 3 months, 
treatment should be discontinued. 
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Recommendations for management are less clear in the patient with 
either a biochemical or a virological response but not both. In general, the 
practice is to give such a patient the benefit of the doubt and to continue therapy. 

Interferon transient responders 

Retreatment with interferon/ribavirin (1 ,000-1 ,200 mg of ribavirin po qd 
plus interferon alfa 2b 3 MU tiw) for six months, 
or 

Retreatment with 12 months of interferon (interferon alfa 2a, alfa 2b, alfa 
con-1) at standard doses or increased doses 

Patients on monotherapy should be assessed with a qualitative PCR for 
HCV RNA at 3 months. If negative, treatment should be continued for a total 
course of 48 weeks. Discontinue therapy if patient at 3 months remains positive. 

Patients on combination therapy should be treated for 6 months only 
regardless of genotype and regardless of response. 

Transient responders to combination therapy (interferon plus ribavirin) 

Retreatment with interferon alfa con-1 (1 5mg tiw) for 48 weeks can be 
considered in patients who have previously failed to respond or who have 
previously failed to tolerate a prior course of interferon, but response rates in 
patients previously treated with combination therapy are unknown (8). 

Treatment within an experimental protocol is preferable. 
Non-responders to interferon monotherapy or to interferon/ribavirin 
combination therapy 

Retreatment with interferon alfa con-1 (1 5mg tiw) for 48 weeks can be 
considered in patients who have previously failed to respond or who have 
previously failed to tolerate a prior course of interferon, but response rates are 
low (approximately 10%) (8). 

Treatment within an experimental protocol is preferable. 

Concluding Comments: 

This outline represents recommendations for treatment based on 
currently available information and on treatment regimens that are currently FDA- 
approved. Because of ongoing research activity, treatment recommendations will 
need to be modified on a regular basis as new information becomes available. As 
response rates to treatment improve, new recommendations will be made. 

Therapy should be provided to those individuals who are at greatest risk 
for progressive liver disease and to those individuals whose quality of life is most 
likely to improve after therapy. At the same time, clinical research must include 
testing of hepatitis therapies in the populations who are infected, since 
extrapolation of results obtained in the highly selected populations who are 
included in clinical trials to the general veteran population is potentially 
problematic. 

Optimization of these goals will require clinical and basic research to 
enhance the treatments that we provide, as well as clinical research to determine 
the natural history and morbidity resulting from this chronic viral disease. 
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Table 2: Pre-treatment assessments in a patient with chronic 
HCV 


Anti-HCV positive by ELISA (confirmed by RIBA if diagnosis is in 
doubt) (necessary) 


2 . 


jMedical history including determination of complications of liver 
(disease, significant extrahepatic disease and symptoms 
associated with chronic HCV which may reduce quality of life 
(necessary) 


3. 


Psychiatric and social history including determination of past or 
ongoing substance abuse, assessment of concomitant depressionj 
or post-traumatic stress disorder (necessary) 


14. 


iBiochemical markers of liver injury and assessment of hepatic 
jsynthetic function (serum ALT, serum albumin, serum bilirubin 
(particularly direct bilirubin), prothrombin time) (necessary) 


5. 


Hemoglobin, hematocrit, total white cell count, differential and 
platelet count (necessary) 


TSH, serum glucose (necessary) 


Pregnancy test (necessary fo r women of child-bearing potential) 

Serum ferritin, HBsAg, markers of autoimmune liver disease 
(necessary) 


8 . 


9. 


HCV RNA level by qPCR or bDNA (optional but highly 
recommended) 


HCV genotype or serotype (necessary for interferon/ribavirin) 
HBsAg, anti-HBcAb (total), anti-HBsAb, anti-HAV total 


12 . 


Liver biopsy to stage severity of liver disease (optional but highly 
recommended) 
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Guidelines for dose modifications 
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Mr. Shays. Thank you, Dr. Holohan. 

We will now go to Dr. Ho. 

STATEMENT OF DR. SAMUEL B. HO, M.D., STAFF PHYSICIAN, 
MINNEAPOLIS VA MEDICAL CENTER 

Dr. Ho. Chairman Shays and members of the committee, thank 
you for this invitation to speak regarding hepatitis C: access, test- 
ing, and treatment. I have been the supervising gastroenterologist 
for the hepatitis C clinic at the Minneapolis VA Medical Center for 
the past 10 years. I have worked closely with our administrators 
in our Veterans Integrated Service Network [VISN 13] over the 
last 3 years to develop a comprehensive health care product line for 
hepatitis C diagnosis and treatment. Over that period of time, I 
have learned much from my patients with hepatitis C, and I appre- 
ciate the comments of Mr. Baker, Mr. Bryant, and Mr. Lesinski. I 
would like to tell you about my experience with one patient be- 
cause it illustrates the challenges and opportunities that we face. 

Mr. B was referred to our clinic 2 years ago because he was diag- 
nosed with hepatitis C through his primary care clinic. He had 
served in the Army and was stationed in South Vietnam in 1971. 
He was hit during a rocket attack, which blew off his left lower leg 
and partially destroyed his right calf. He was most likely infected 
with hepatitis C after receiving a blood transfusion during surgery 
when they had to amputate his left leg. 

He never experienced symptoms from hepatitis C until 3 years 
ago, 26 years after being infected. The symptom that he developed 
was incapacitating fatigue, and he was found to have cirrhosis, or 
severe scarring of the liver, after undergoing a liver biopsy. 

We treated him with a new treatment, a combination of two 
drugs, interferon and ribavirin, which was available to us at that 
time only on an experimental basis. This drug therapy lasted 1 
year and required visits to our clinic every 2 to 4 weeks for blood 
test monitoring. The treatment, as the others have testified, was 
not easy for him. He developed severe headaches and worsening 
phantom leg pain requiring narcotics. He also experienced a wors- 
ening of his previous depression problem, which required additional 
therapy from our psychiatrists. He was, however, able to finish 1 
year of therapy. Since then, I am happy to say, he has had normal 
liver enzyme tests and all tests for hepatitis C virus have been neg- 
ative. We consider him to be cured from this infection. 

He feels much better and tells me he has been out golfing quite 
frequently now. Recent publications indicate that his cirrhosis may 
actually start regressing, and that his risks for the need of a liver 
transplant and/or treatment for liver cancer are markedly reduced. 

This patient I believe is typical of our patients. One, he was a 
Vietnam veteran who has carried the virus for 25 to 30 years and 
typically was without symptoms until he developed severe liver dis- 
ease. This has largely been the reason why many of these patients 
have gone unrecognized until relatively recently. Of the last 200 
liver biopsies we have done at our institution on veterans referred 
for hepatitis C treatment, we have found that 33 percent had pre- 
cirrhosis or cirrhosis, which I believe is a greater degree of severity 
than others are finding in the general population of hepatitis C. 
Third, he had a pre-existing, psychiatric diagnosis. Again, in our 
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last 200 patients referred for treatment, we found that 50 percent 
of our patients with hepatitis C experienced greater problems and 
need more care in order to get them through the hepatitis C treat- 
ment, and 50 percent have these established psychiatric diagnoses 
that make their treatment much more complicated. Last, he illus- 
trates the fact that within the last 2 years we have had improved 
therapies for hepatitis C and that it appears that we can cure 40 
percent of patients who are able to receive this therapy. 

Mr. Chairman, we realized that, due to the long duration of in- 
fection in most of our patients and their current burden of disease, 
we had a narrowing window of opportunity to identify and treat 
our patients before it was too late. Further improvements in hepa- 
titis C therapies that are becoming apparent on the horizon have 
been compelling us with an increasing degree of urgency to find 
and treat as many of these patients as possible. We were convinced 
that a greater investment in resources now would help us reduce 
the tragedy and expense of complications of end-stage liver disease 
due to hepatitis C that we face over the next two decades. I was 
pleased that the administration of the VA health care system here 
in Washington has provided such strong leadership on these issues 
and has come to these same conclusions over the last 2 years that 
I did in my institution. 

The VA Upper Midwest Health Care Network (VISN 13) consists 
of six medical facilities serving approximately 97,000 patients in 
portions of seven States. There is one tertiary care medical center 
located in Minneapolis. Our initial screening study indicated that 
we may have as many as 5,000 patients with hepatitis C in our 
VISN patient population. Again, over the last 2 years, we have 
worked to try and address many of the issues that have been 
brought up today in establishing a VISN-wide program for the di- 
agnosis and management of these obviously complex patients. 

To summarize, the five key elements of the plan that we have 
come up with include: One, to initiate standard hepatitis C screen- 
ing procedures for all primary care and specialty care clinics. We 
have been assisted in this by the automated “clinical reminder” 
system, that Dr. Holohan just mentioned, for identifying and re- 
cording patients who need hepatitis C screening. Since our system 
began last February, we have been screening 1,143 patients per 
month. 

Two, for hepatitis C-positive patients, we have standard edu- 
cation, evaluation, and referral protocols performed by personnel in 
primary care clinics or by the hepatitis clinic. 

Three, we have a centralized VISN 13 Chronic Hepatitis C Clinic 
in Minneapolis to provide specialty care by gastroenterologists and 
infectious disease physicians to evaluate eligible patients and initi- 
ate treatment according to the VA treatment guidelines. Again, 
since how we understand hepatitis C and its treatment is contin- 
ually changing, the role of specialists will continue to be important 
in guiding what we do for these patients. 

Four, we are establishing hepatitis care teams at each VISN 
medical center to provide hepatitis C chemotherapies and assist in 
all aspects of screening and diagnosis. 

Five, we have a centralized outcome monitoring system and co- 
ordination of patients being offered treatment using investigational 
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protocols. Ongoing research at VA medical centers continues to be 
critical for improving therapies for patients with hepatitis C and 
many other diseases. 

The details of this plan have been published in the Veterans 
Health System Journal, and more details are outlined in my writ- 
ten statement. 

In my experience, the most important element of this plan is the 
establishment of a hepatitis C care team at each medical center. 
And the most important part of this team is a full-time nurse level 
position which would be responsible for coordination of screening 
tests, patient notification, patient education, and patient monitor- 
ing during therapy. Again, we have found it very important to in- 
volve a psychologist or psychiatrist at each medical center, since 50 
percent of our patients with hepatitis C have established psy- 
chiatric diagnoses such as post-traumatic stress disorder or depres- 
sion. 

Mr. Chairman, this really is a new disease for the VA with new 
and expensive treatments that are difficult to administer. I believe 
that the key elements outlined above will provide the foundation 
for VISN 13 to provide quality care for veteran patients with hepa- 
titis C and I hope may serve as a model for other VISNs in the VA 
health care system. 

Thank you very much for this opportunity to testify. 

[The prepared statement of Dr. Ho follows:] 



Statement of 
Dr. Samuel B. Ho 

VA Medical Center, Minneapolis, MN 
Before the 

Subcommittee on National Security, Veterans 
Affairs and International Relations 
July 12, 2000 

Mr. Chairman and members of the committee thank you for the invitation to speak 
regarding hepatitis C: Access, Testing and Treatment in the VA Health Care System. I have 
been the supervising Gastroenterologist for the hepatitis C clinic at the Minneapolis VA 
Medical Center for the past 1 0 years. I have worked closely with our administrators in our 
Veterans Integrated Service Network (VISN 13), over the last three years to develop a 
comprehensive health care “product line” for hepatitis C diagnosis and treatment. 

My work in the chronic hepatitis clinic involves taking care of patients, such as Mr. B, 
who was referred to our clinic two years ago because he was diagnosed with hepatitis C. 

Mr. B served in the Army and was stationed in South Vietnam in 1971. He was hit during a 
rocket attack, which blew off his left lower leg and partially destroyed his right calf muscle. 

He was most likely infected with hepatitis C after receiving a blood transfusion during 
surgery when they had to amputate his left leg because of these wounds. He never 
experienced symptoms from hepatitis C until three years ago, 26 years after being infected. 
The symptom that Mr. B developed included incapacitating fatigue and he was found to 
have cirrhosis, or severe scarring of the liver, after undergoing a liver biopsy. We treated 
Mr. B with a new treatment, the combination of two drugs, interferon-alpha and ribavirin, 
which was available to us at the time only on an experimental basis. This drug therapy 
lasted one year and required visits to our clinic every two to four weeks for blood test 
monitoring. The treatment was not easy for him. He developed severe headaches and 
worsening phantom leg pain requiring narcotic drug therapy. He also experienced a 
worsening of his previous depression problem, which required additional therapy from our 
psychiatrists. Mr. B was able to finish one year of therapy. Since then, he has had normal 
liver enzyme tests and all tests for hepatitis C virus have been negative. We consider him 
to be cured from this infection. He feels much better and tells me he has been out golfing 
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quite frequently. Recent publications indicate that his cirrhosis may actually start 
regressing, and his risks for need of a liver transplant and/or treatment for liver cancer are 
markedly reduced. 

Recent studies have indicated that hepatitis C is more common in veteran patients 
than in the general population. Mr. B is typical of our veteran patients with hepatitis C. Most 
are Vietnam-era veterans who may have contracted the infection in the late 1960's and 
1970's. Unlike those with hepatitis C in the general population, veterans were at increased 
risk for hepatitis C due to exposure to other people’s blood or tissues during combat or 
military service-related duties, or blood transfusions related to combat injuries. Research 
by Dr. Theresa Wright’s group at the San Francisco VA, has indicated that combat-related 
blood exposures is a statistically significant risk factor that is independent of the other usual 
risk factors. For example, I have one patient who was an ambulance driver at a military 
base in the United States who never used plastic gloves while taking care of patients, at that 
time this practice was not as common as it is today. I have another patient who was injured 
in a land mine incident when his buddy stepped on a mine and part of his buddy's femur 
ended up in my patient’s left leg. The most common risk factor in veterans and the general 
population is the use of intravenous drugs, which occurred, in epidemic proportions among 
young men and women in the late 1960's and 1970's. It may be for these reasons that 
hepatitis C is found more commonly among veteran patients than the general population. 

Mr. B is also typical in that early on there are very few symptoms from this infection 
until severe liver damage has evolved. Recent research has given us a much clearer 
picture of the natural history of this infection. The data indicates that approximately 70-80% 
of adults who are initially infected with this virus will end up with a persistent infection; and 
that it takes an average of 33 years before the scarring in the liver develops to the point of 
being cirrhosis. Being a male and the use of alcohol accelerates this scarring process; and 
perhaps veterans with hepatitis C have a greater degree of liver injury compared with other 
patients. We have recently reviewed the last 200 liver biopsies of veterans referred for 
hepatitis C treatment at our institution, and have found that 33% have pre-cirrhosis (or stage 
3-4 fibrosis). Patients with cirrhosis of the liver are at much greater risk for developing liver 
failure and or liver cancer, and we can expect these patients to succumb to this at a rate of 
about 20% over 4 years. This will result in a great deal of illness and suffering among our 
veteran patients and a considerable health care burden that will increasingly impact on the 


2 



77 


resources of the VA. Dr. Gary Davis, and colleagues at the University of Florida, 
Gainesville, have conservatively estimated that for the nation as a whole, over the next 10 
years we can expect a 61% increase in cirrhosis, a 279% increase in patients with liver 
failure symptoms, a 68% increase in liver cancer, a 528% increase in the need for liver 
transplants and a 223% increase in liver-related deaths. 

Two years ago, we were fortunate to have an experimental therapy to treat Mr. B. 
Later in 1998, FDA approved this drug therapy, interferon-alpha and ribavirin, for general 
use. Large clinical studies in the United State and Europe indicate that this therapy can 
cure approximately 40% of patients who are able to receive it. It is possible that the FDA 
may approve a new therapy next year, a drug called pegylated-interferon, which in 
combination with ribavirin may allow us to cure 50% of patients with chronic hepatitis C. 
Data from Dr. Sobesky and colleagues in France and Dr. Shiratori and colleagues in Japan 
indicate that once the hepatitis C virus is eliminated, the scarring or fibrosis that developed 
in the liver will begin to regress over time. They also found that even if the virus was not 
eliminated, the progression of liver scarring was slowed in those patients that received 
treatment. 

Mr. Chairman, due to the long duration of infection in most of our patients and their 
current burden of disease, we have a narrowing window of opportunity to identify and treat 
our patients before complications that are more serious develop. Further improvements in 
hepatitis C therapies that are on the horizon compel us with an increasing degree of 
urgency to diagnose and treat as many of these patients as possible. I am convinced that a 
greater investment in resources now will help us to reduce the tragedy and expense of the 
complications of end-stage liver disease due to hepatitis C that we face over the next two 
decades. 

The VA Upper Midwest Health Care Network (VISN 13) consists of six medical 
facilities serving approximately 97,000 patients in portions of seven states. There is one 
tertiary care medical center located in Minneapolis, Minnesota. Our initial screening study 
indicated that we may have as many as 5,000 patients with hepatitis C in our VISN patient 
population. Over the last two years, we have worked to establish a VISN-wide program for 
the diagnosis and management of patients with hepatitis C. 

The five key elements of this care plan for VISN 1 3 are as follows: 
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• Standard HCV screening procedures for all primary care and specialty care 
clinics. We have initiated an automated "clinical reminders" system for identifying 
and recording patients who need hepatitis C screening. 

• Standard education, evaluation, and referral protocol provided by personnel in 
primary care clinics or by hepatitis clinics. Referral criteria for further care require 
that patients be educated about hepatitis C and meet criteria for treatment 
eligibility. 

• Centralized VISN 13 chronic hepatitis C in Minneapolis, Minnesota to evaluate 
eligible patients and initiate treatment according to standardized VA treatment 
guidelines. 

• Completion of hepatitis C chemotherapy by “hepatitis care teams” at each VISN 
medical center according to an established protocol. 

• Centralized outcome monitoring and coordination of patients being treated using 
investigational protocols. Ongoing research at VA medical centers continues to 
be critical for improving therapies for patients with hepatitis C and many other 
diseases. 

The details of this plan have been published in Veterans Health Care System Journal 
and are outlined in the addendum below. In my experience, the most important element of 
this plan is the establishment of a “hepatitis C care team" at each medical center. The most 
important part of this team is a full time nurse, nurse practitioner, or physician assistant, who 
is responsible for coordination of screening tests, patient notification, patient education, and 
patient monitoring during therapy. The number of additional staff depends on the estimated 
numbers of patients with hepatitis C in a particular center. A physician is required to help 
supervise the evaluation and initiation of treatment. We have found it very important to 
involve a psychologist or psychiatrist at each medical center, since 50% of our patients with 
hepatitis C have established psychiatric diagnoses, such as post-traumatic stress disorder 
or depression. This is important because the therapies for hepatitis C often exacerbate 
these conditions. Tertiary centers with specialists in gastroenterology and/or infectious 
disease are responsible for providing the evaluations and consultations regarding therapy 
by establishing a Chronic Hepatitis Clinic. Again, we have found that a nurse practitioner 
working with a gastroenterologist is very efficient. 
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The Chronic Hepatitis Clinic we established in Minneapolis VAMC consists of a single 
nurse practitioner working under my supervision. This clinic has the capacity to see 35 
patients total per week and averaged 20 new patients per month (including 75% local 
patients and 25% referrals from other medical centers in the VISN). We have evaluated 200 
new patients with hepatitis C in the first year and started about 90 patients on chemotherapy 
during this time. Since our automated “clinical reminders" screening system went into effect 
in the primary care clinic in February 2000, we have screened 1,143 new patients each 
month for hepatitis C risk factors and have ordered 1 ,489 hepatitis C antibody tests between 
February and June of this year. We are adding two full time positions to this clinic, one 
nursing position to manage the screening and education of our patients and one additional 
nurse practitioner to enable us to double the number of patients we treat. 

We have responsibility for 97,000 patients in our VISN. My experience with this plan 
indicates that the VISN will ultimately need to assign a total of 8 full time nursing positions 
and two physicians for the hepatitis C screening and care program in the VISN. Additional 
nominal investment in clinic and office space may also be necessary. We are currently able 
to treat 33% of hepatitis C patients, and I estimate that as many as 1,600 patients may be 
eligible for treatment. The pharmacy cost of therapy at the current time is almost $1 ,000 per 
month and treatment lasts from 6-12 months. These factors, in a nutshell, account for the 
majority of hepatitis C care costs in our VISN, and I believe the minimum infrastructure 
needed to provide necessary care. As experience increases and increased screening 
efforts bring in more patients, we may need to increase this infrastructure in the future. 

Mr. Chairman, this is a new disease for the VA, with new and expensive treatments 
that are difficult to administer. 

In summary, my clinical experience and recent medical literature all support the need 
for a very aggressive effort to diagnose and treat as many patients with hepatitis C as we 
can in order to reduce the immense personal and financial costs of the consequences of 
hepatitis C infection that we know will occur over the next two decades. I believe that the 
“key elements” outlined above will provide the foundation for VISN 13 to provide quality care 
for veteran patients with hepatitis C. As experience with this care system accumulates, we 
may need to make adjustments in the resources devoted to patients with hepatitis C. 

Thank you very much for this opportunity to testify. 
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ADDENDUM TO TESTIMONY 
Dr. Samuel B. Ho 
Minneapolis, MN VAMC 
July 12, 2000 

Key elements of hepatitis C care in VISN 13: 

1 . Providers and patients should be aware of the risk factors for hepatitis. We recommend 
that patient with risk factors for hepatitis C be offered testing with hepatitis C ELISA with 
subsequent documentation of the results. Once a patient with a positive hepatitis C 
antibody is identified, they require education, evaluation, and possible referral. We 
recommend that each medical center identify one or more health care professionals to 
coordinate screening procedures and initial patient's education and evaluation. In most 
cases a confirmatory hepatitis C test should be obtained, which most often consists of a 
hepatitis C (HCV) PCR test in our clinic (alternatively some centers use HCV RIBA test). 
This is most important for the patient in who there is a question about the diagnosis; i.e., 
if they have normal liver enzymes, a questionable risk factor, or if they have autoimmune 
conditions, that can cause a false positive ELISA test. 

2. Patient education regarding hepatitis C is a critical element, and should occur in the 
patient's primary care clinic. Education should include general facts about the disease, 
how to prevent its spread, and how to reduce the possible progression of disease (such 
as discontinuation of alcohol use). At the same time patients receive this education, they 
should be informed of the possible treatments available for hepatitis C and the 
requirements for receiving this treatment. We recommend that the criteria for referral of 
a patient with hepatitis C to a gastroenterology or other subspecialty clinic for treatment 
should include the following: before beginning treatment. The patient must have no 
ongoing active illicit drug or alcohol use (must demonstrate at least six months of 
abstinence), no active psychiatric disease, no active medical problems with expected 
mortality (malignancy, severe heart or lung disease, etc.) and the patient must have an 
interest in receiving medical treatment. We use a pre-printed outpatient record form for 
assisting with patient education and referral. This includes a checklist of education 
points and a checklist of referral criteria. Patients not meeting referral criteria should be 
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periodically re-evaluated, offered psychiatric or chemical dependency treatment if 
appropriate, and referred when criteria are met. 

3. The medical evaluation prior to initiation of treatment is important in order to determine 
duration of treatment and the nature and extent of other diseases that may impact on the 
safety of the patient during treatment. This evaluation is done by practitioners in the 
Chronic Hepatitis Clinic at the Minneapolis VAMC and includes: 

♦ Confirmation of diagnosis with biochemical and virological evidence of chronic 
disease. This would include determination of HCV genotype and a qualitative viral 
blood level. 

♦ Exclusion of other common causes of liver disease as clinically indicated. 

♦ Liver biopsy to determine grade and stage of liver disease (recommended by not 
mandatory) 

♦ Baseline labs that are consistent with set standards prior to treatment 

♦ Assessment regarding vaccination against hepatitis A and hepatitis B 

♦ Review of possible contraindications to therapy by evaluation of related medical, 
psychosocial, illicit drug and alcohol use issues. We require formal psychiatric 
evaluation and follow-up prior to initiating treatment in a patient with a prior history of 
major depression and other psychiatric diseases. 

4. As outlined above, current data indicated that a!pha-2b interferon plus ribavirin is first 
line therapy. Treatment guidelines will continue to evolve, as more data becomes 
available. We currently recommend treatment of patients with genotype 1 for an initial 
24 weeks. If they have responded to therapy at that time with not measurable HCV RNA 
in the serum, they would continue therapy for another 24 weeks. If they have 
measurable serum HCV RNA at 24 weeks, treatment would be stopped. We 
recommend that patients with HCV genotypes 2 or 3, low viral blood levels or with mild 
fibrosis on liver biopsy receive therapy for a total of 24 weeks, and then therapy is 
stopped. Current guidelines do not recommend therapy for patients with hepatitis C, 
positive HCV RNA, and persistently normal liver function tests. We recommend 
following these patients with liver function tests yearly. Recommendations for this group 
of patients may change in the future as more knowledge concerning their natural history 
becomes available. Once treatment is initiated, patients require close follow-up, 
laboratory monitoring, and supervision according to established protocols. After a 
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patient has started therapy with interferon alpha and ribavirin, the “hepatitis C care 
teams" can follow them at their referring medical centers. These teams consist of one or 
more primary care physicians and nurses who have an interest in hepatitis C and are 
willing to work with the specialists at our centralized Chronic Hepatitis Clinic. 

5. An important component of this treatment program will be to monitor treatment 
outcomes. A database will be maintained on all VISN patients in order to evaluate 
numbers of patients, severity of disease, and rate of sustained response to therapies. It 
is well recognized that efficacy in clinical trials often is different from effectiveness in 
clinical practice. Given the great expense and potential morbidity of current hepatitis C 
treatments, accurate information on the effectiveness of these treatments in our patient 
population will be useful for ongoing decisions regarding resource needs and the cost- 
benefits of providing these therapies. In addition, patients should be offered participation 
in investigational protocols to insure that continued progress in care for Hepatitis C is 
made. 
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Mr. Shays. Thank you, Dr. Ho. 

Dr. Brau. 

STATEMENT OF DR. NORBERT BRAU, M.D., STAFF PHYSICIAN, 
BRONX VA MEDICAL CENTER 

Dr. Brau. Mr. Chairman, members of the subcommittee, I would 
like to thank you for inviting me to speak before the subcommittee 
on how VISN Network 3 meets the challenge of hepatitis C. I am 
an infectious disease physician at the Bronx VA medical center 
where I am also the director of the Viral Hepatitis Clinic, and I am 
the founder and co-chair of the VISN 3 Hepatitis C Task Force. 

As you all know, infection with hepatitis C virus [HCV] does be- 
come chronic in 75 percent of infected individuals, and chronic hep- 
atitis C can lead to liver cirrhosis and liver cancer. Today, it is the 
most common cause for liver transplantation in this country. Com- 
bination therapy with interferon and ribavirin can cure the chronic 
infection and then the liver disease in about 38 percent of the pa- 
tients. 

U.S. veterans are much more commonly afflicted with hepatitis 
C than the general population. A VA-wide study from March 1999 
revealed that 6.6 percent of U.S. veterans have been infected com- 
pared to 1.8 percent of the general population. The prevalence is 
much higher in networks with a large number of urban centers, 
like the Washington, DC area, New York City, or southern Califor- 
nia. 

Veterans Integrated Service Network 3 is comprised of five VA 
medical centers in the New York City metropolitan area. Our net- 
work has the highest prevalence of hepatitis C, based on that sur- 
vey, amongst all networks, with 13 percent. Two of the five VA 
medical centers rank among the top five VA hospitals nationwide 
in terms of the hepatitis C rates. In addition, we conducted a study 
in network 3 where we found that amongst the HCV-positive veter- 
ans there is a substantial rate of coinfection with HIV-I of 21 per- 
cent which further complicates the matter. 

Based on the VA survey, we estimate that there are currently 
about 11,000 veterans receiving care in network 3 who are infected 
with hepatitis C virus that do not know it because typically the dis- 
ease does not cause any symptoms. Therefore, network 3 has start- 
ed a program of actively identifying all infected veterans by ac- 
tively reaching out to veterans who might be at-risk but do not 
know that they are infected. 

The way that we do it is that every veteran who attends a pri- 
mary care clinic will receive a hepatitis C risk screen based on the 
number of risk factors, and every veteran who has one or more risk 
factors will be tested for hepatitis C. The Computerized Patient 
Record System, which I think is probably one of the best clinical 
software systems anywhere, helps the clinician do the screening by 
putting in clinical reminders, as it was mentioned. 

A patient who tests HCV-positive is then referred to a specialty 
clinic. These specialty clinics are usually run by either infectious 
disease physicians or gastroenterologist or hepatology specialists. 
After referral to such a clinic, the veteran will typically be coun- 
selled by a social worker or nurse on the impact of the disease, pos- 
sible modes of transmission to family members, on alcohol absti- 
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nence, and vaccinations, and also information brochures will be 
handed out to the veterans. Then a specialty physician will do a 
thorough evaluation of that veteran and also have a thorough dis- 
cussion on the pros and cons of treatment, and where possible, the 
patient will be put on treatments. Also, we will invite veterans, 
where appropriate, to participate in clinical research studies. 

The care of hepatitis C-positive veterans in network 3 is coordi- 
nated by the hepatitis C network 3 task force which meets monthly 
by teleconference. We started our work in July of last year. Since 
our inception, we have achieved a number of goals: One, we cen- 
tralized all the molecular testing, including viral load and 
genotyping, at the Bronx Va microbiology lab, which also was the 
first lab in the VA system that introduced the HCV genotyping. 

Two, we are coordinating research studies within our network, 
including the one with HIV coinfection and another one with geno- 
type distribution. 

Three, we have established an ongoing systematic collection of 
data on both risk factor screening, testing, and treatment of veter- 
ans. 

Based on this data base, we have learned that just in the first 
4 months of systematic screening with the help of the clinical re- 
minders for risk factors, the primary care clinicians in network 3 
have already screened 22 percent of all veterans that receive care 
there. Of those who were screened, 29 percent had a risk factor for 
hepatitis C or had already tested positive. Over the last IV 2 years, 
21,000 veterans at risk were tested for hepatitis C virus, and 27 
percent tested positive. 

As a result of the intensive screening and referral of hepatitis C- 
positive veterans, the number of veterans who received treatment 
for chronic hepatitis C in network 3 is growing. In all of fiscal year 
1999, we treated 383 veterans. In the first three-quarters of fiscal 
year 2000, which just finished in June of this year, we treated 365 
veterans for hepatitis C, which represents an increase of 27 percent 
over the same time period of last year. 

Now as we already heard, not all veterans with chronic hepatitis 
C are candidates for treatment. About 25 percent of those who have 
chronic viremia, meaning the virus is detectable, or 15 percent of 
those who have the antibody will ultimately be put on treatment. 
The main reasons for not treating patients for hepatitis C include: 
the patient is reluctant to receive treatment, she/he has minimal 
liver disease, or there are serious medical or psychiatric illnesses 
that would represent a contraindication to treatment with ribavirin 
and interferon. 

Taking care of veterans and treating them for hepatitis C is 
labor-intensive and requires expensive tests and treatments. VA 
Central Office has estimated that it costs approximately $20,000 to 
put one veteran through a course of treatment. And this estimate 
does not include a possible second course of treatment that may be 
necessary when the first one fails. 

Until now, hepatitis C care in network 3 has continued at a very 
high level of quality regardless of funding issues. In fact, every sin- 
gle hospital director in our network has been extremely supportive 
of the ongoing and growing care of hepatitis C treatment, even 
though it does strain their budgets. Already, waiting times for a re- 
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ferral to the hepatitis specialty clinics averages 2 months, and 
reaches up to 4 months in some centers, although we would like 
to keep it less than 4 weeks. 

As the number of veterans who are identified with hepatitis C 
is growing, additional staffing and funding for drugs and laboratory 
tests will be required. One of the promising ideas that is currently 
being discussed in VA Central Office would be to follow the exam- 
ple of HIV treatment, whereby veterans who are receiving treat- 
ment for hepatitis C would be put under specialty care category 
and each medical center, through its network, would receive special 
funding for that treatment. 

Mr. Chairman, in summary, an effort by dedicated professionals 
can buildup a systematic program of reaching out for veterans, 
testing them, and treating them for hepatitis C. Given the proper 
support, this effort can be sustained even as the growing number 
of veterans are referred. 

[The prepared statement of Dr. Brau follows:] 
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Mr. Chairman, Members of Congress: 


Infection with the hepatitis C virus (HCV) becomes chronic in 75% of infected individuals. 
Chronic hepatitis C can lead to liver cirrhosis and liver cancer, and today it is the most common 
indication for liver transplantation in the United States. Combination treatment with interferon and 
ribavirin given over 1 2 months can cure chronic hepatitis C in 38% of patients in wh ,m 
progressive liver disease is then averted. 

U.S. veterans are more commonly afflicted with hepatitis C than non-veterans. A VA-wide 
survey on March 17, 1 999, revealed that 6.6% of veterans who use VA and who had testing on 
that day have been infected with HCV compared to 1.8% in the general population (CDC data). It 
is estimated that ahrr'* 90,009 U.S. veterans have chronic hepatitis C (i.e. virus is detectable I" 
tile oiood) ana need to be evaluated fur treatment. Hepatitis C in veterans is more prevalent in 
regions with large urban areas, like New York City (1 3%) Southern California (9%) or Washington 
D C (8%). 

Veterans Integrated Service Network 3 (VISN 3) has the highest rate of hepatitis C of all 
VA networks with 13%. VISN 3 is comprised of five VAMCs in the New York City metropolitan 
area. Two of them rank in the top five hepatitis C rates among 1 38 VAMCs nationwide: New York 
VAMC with 18% and Bronx VAMC with 16%. Furthermore, a study in VISN 3 has shown that its 
patients are more commonly infected with HCV genotype 1 which has a lower response rate to 
treatment: 88% genotype 1 among veterans compared to 75% in the general population. Also 
HCV(+) veterans in VISN 3 have a very high rate (21%) of co-infection with HIV. 

Based on the VA survey, it is estimated that about 1 1 ,000 veterans who receive care in 
VISN 3, are chronically infected with HCV. Many of them do not know yet that they have chronic 
hepatitis C, because the infection typically does not cause symptoms. Medical care for HCV(+) 
veterans in the network is coordinated by the VISN 3 Hepatitis C Task Force. This task force 
meets monthly and is comprised of hepatitis C specialty physicians (infectious diseases, 
gastroenterology) and nurses from each VAMC. The hepatitis C task force began its work in July 
1999 and has since then accomplished a series of goals: (1) Centralization of all hepatitis C 
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molecular tests like viral load or genotype in one reference laboratory at the Bronx VAMC. The 
Bronx VA microbiology lab was the first lab in the VA system to introduce HCV genotyping. (2) 
Ongoing systematic data collection on risk screening, testing and treatment through the VISTA 
computer system. This now allows for rapid real-time data presentation in response to inquiries 
from Congress or VA Central Office. (3) Coordination of network-wide research on hepatitis C, 
including a recent study on HCV genotyping and co-infection with HIV. In 1999, VISN 3 began a 
campaign of identifying all veterans with chronic hepatitis C by actively reaching out for veterans 
who might be infected but have no symptoms. In the primary care clinics, every veteran who 
receives care is being screened for HCV risk factors; and, if one or more are present, an HCV 
antibody test will be done. The Computerized Patient Record System (CPRS) helps physicians in 
their screening activity by automatically putting clinical reminders into each patient’s medical 
record. 

All veterans who test positive are referred to a hepatitis C specialty clinic, run by infectious 
diseases/gastroenterology/hepatology specialists. In the specialty clinic, the HCV(+) patient 
receives intensive counseling by a nurse or social worker on the significance and prognosis of the 
disease, on possible transmission of the virus, alcohol abstinence and vaccinations and will be 
provided with up-to-date educational material to read. The specialty physician performs a 
thorough evaluation, discusses pros and cons of treatment with the patient, and starts treatment 
where appropriate. Patients on treatment are followed closely for possible side effects and 
complications by physicians, nurses, social workers and clinical pharmacists who work together 
as an interdisciplinary team. Where appropriate, patients may be invited to participate in a clinical 
research study. 

In the first three months of systematic HCV risk screening, physicians in VISN 3 have 
already assessed 22% of all vested veterans. About 29% of the screened patients are at risk for 
hepatitis C or already tested positive. In the last 1% years, 21 ,000 veterans at risk were tested for 
HCV, and 27% tested positive. The number of veterans who receive treatment for chronic 
hepatitis C in VISN 3 is growing: 383 patients in all of FY 1999 and 365 in the first three quarters 
of FY 2000, a 27% increase over the same period in FY 1999. Of all veterans with chronic 
hepatitis C, about 25% will ultimately be treated. The main reasons for not treating are: patient’s 
reluctance, minimal liver disease, or serious medical and psychiatric conditions in which 
treatment with interferon and ribavirin is contraindicated. 

Caring for patients with hepatitis C requires plenty of resources. VA Central Office has 
estimated that it costs $20,000 to treat a patient for hepatitis C. This estimate does not account 
for patients who require a second course of treatment because the first one failed. 

Until now, hepatitis C care in VISN 3 has continued at a high ievel of quality irregaroless 
of funding issues. All hospital directors have been extremely supportive of the active and growing 
treatment of HCV(+) veterans, even though it strains their budgets. Waiting times for an 
appointment in the hepatitis C clinics average two months now (in some clinics, up to four 
months), and they are getting longer. As a growing number of veterans with chronic hepatitis C 
are identified, additional staffing and funding for drugs and laboratory tests will be required. 


Norbert Brau, M.D. 

CoChair, VISN 3 Hepatitis C. Task Force 
Medical Director, Viral Hepatitis Clinic 
Infectious Diseases Physician 
Bronx VA Medical Center 
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Mr. Shays. Thank you, Dr. Brau. 

Dr. Iber. 

STATEMENT OF DR. FRANK IBER, M.D., HEPATOLOGIST, 
VOLUNTEER AT HINES VA MEDICAL CENTER, HINES, IL 

Dr. Iber. Chairman Shays and members of the subcommittee, I 
am a trained liver expert who has taught and done liver research 
in medical schools for nearly 50 years including 25 years in the VA 
medical system, most recently at the Hines VA Hospital in Chi- 
cago. I am now retired but continue to work 1 day a week treating 
veterans with hepatitis C. 

When interferon therapy was shown effective for hepatitis C in 
1995-1996, I started a program at Hines treating all appropriate 
veterans. In the next 2 years, we treated 60 patients, representing 
about one-third of our patients then recognized with hepatitis C. Of 
those who started treatment, some 90 percent stayed on treatment 
for the required 6 months. 

Treatment requires close supervision, as you have heard from 
many, because there are unknowing and life-threatening complica- 
tions. Frequent visits, laboratory tests, special systems must be 
created to accommodate these patients in order to keep their co- 
operation in treatment. Over time, an effective treatment program 
was established using the machinery already present at our hos- 
pital. 

After 18 months of supervising the HCV program, I retired for 
reasons of age. I was not replaced with another liver doctor because 
of budgetary restrictions and our administration did not recognize 
the need for a specialist. The followup of patients was left to pri- 
mary care doctors who usually had only one HCV patient under 
treatment. 

Four months after my departure, only one-tenth of the patients 
requiring treatment remained on their drugs. The supervising phy- 
sicians often stopped medications due to limited familiarity with 
possible toxicity, and the patients stopped medication because they 
could not obtain prompt evaluation. 

After 5 months of retirement, I returned to Hines as a volunteer 
1 day each week to supervise the HCV treatment program. My pri- 
mary focus is counseling patients before they start treatment, ad- 
vising and reviewing results of treatment and side effects, reassur- 
ing many patients who are frightened or discouraged about con- 
tinuing treatment. Our VAMC has identified more and more veter- 
ans who have hepatitis C. 

However, the harsh reality is that the numbers identified, now 
almost 450 patients, have overwhelmed our system for evaluating 
and following these patients. This inundation has led to delays of 
4 to 6 months in initiating treatment, of fewer identified patients 
being admitted to treatment, and failure to keep patients on treat- 
ment. All of these problems exist because there are just too few 
doctors and nurses assigned to the hepatitis C program. 

In my experience, special needs of hepatitis C treatments are 
present, and many of them have already been pointed out. You 
need access to a physician experienced with hepatitis C; you need 
an integration in an expedited fashion of lab, pharmacy, consult- 
ants, particularly psychiatry; you need a full-time professional coor- 
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dinator, usually a nurse; and you need a committed administration. 
Currently, all of these elements are not yet in place in our VA hos- 
pital even though we have treated more than 200 patients. 

Let me elaborate on these unique needs. An experienced hepa- 
titis C physician is needed because only 8 percent of VA patients 
meet every nuance of the current VA guidelines for treatment, yet 
at least a third, and maybe even more presenting patients will ben- 
efit from treatment. Determination of which details are important 
require experience and training. Upon completion of current treat- 
ment, two-thirds of the patients, not the veterans we heard here 
today who were success stories, but the majority still have the in- 
fection and these veterans want and even demand informed infor- 
mation on what they should do next. This requires special help. 

Second, an expedited system. Interview and laboratory testing 
must be performed at least monthly. Drugs cannot be provided 
until these safety checks are completed. About 1 in 10 of our visits 
require consultation with another type of doctor to evaluate the se- 
verity of side effects. The four-fifths of our current patients who 
have no extra problems complete all of this in a single monthly 
visit of 1 hour’s duration, and this allows people to continue a full- 
time job. If the ordinary clinic procedure were followed, a minimum 
of three visits, taking at least 6 hours, would be required to accom- 
plish the same thing. 

And finally, you need a nurse or other professional to supervise, 
interfacing when the unexpected occurs, and assuring the patients 
at all times. 

What can Congress do to help? I think that we have already 
heard some of these things are approaching being in place, but I 
think every health unit should report not only the new hepatitis C 
patients identified, but those entered into treatment in the same 
time and those who have a cure. Because if we put in the cure, this 
will provide a superb scorecard of how well each unit is doing. 

Second, and I think others have mentioned this, hepatitis C, like 
HIV, is a disease that requires a lot of resources to manage. It 
should be reimbursed as a complicated disease, certainly not a sim- 
ple one. 

Every facility should have access to the elements of a hepatitis 
C evaluation, as presented by Dr. Ho, and treatment. This, when- 
ever possible, should be onsite, but sometimes it will be necessary 
for it to be in a nearby VA facility or even purchased through civil- 
ian outlets through the consultation process. 

And it is my opinion that every facility that has at least 10 pa- 
tients under treatment with HCV should have a full-time profes- 
sional assigned priority to manage these patients and that this 
should be specifically funded centrally so that the money cannot be 
used for other things, to make sure that such a person is available 
at every site. 

Thank you very much for your attention. 

[The prepared statement of Dr. Iber follows:] 



90 


STATEMENT OF 


Frank Iber, MD 

COMMITTEE ON GOVERNMENT REFORM 

SUBCOMMITTEE ON NATIONAL SECURITY, VETERANS 
AFFAIRS AND INTERNATIONAL RELATIONS 


HEPATITIS C: 

ACCESS, TESTING and TREATMENT 
IN THE VA HEALTH CARE SYSTEM 

JULY 12, 2000 



91 


Dear Chairman Shays and Members of the Subcommittee: 

Thank you for this opportunity to speak about my professional experiences with 
Hepatitis C. 

I am a trained liver expert who has taught and done liver research in medical 
schools for nearly 50 years including 25 years with the VA. I worked at the Hines 
VA Medical Center in Chicago, Illinois for 14 years as a hepatologist. I am now 
retired, but continue to work one day a week treating veterans with hepatitis C. 

When interferon therapy became an effective treatment for hepatitis C in 1996, I 
started a program at Hines VAMC treating all appropriate veterans. In the next 
two years, we treated some 60 patients, representing about one-third of our HCV 
patients. Of those who started treatment, some 90 percent completed the 
required 6 months on drug. 

Treatment requires close coordination between nursing, laboratory, pharmacy, 
psychiatrists and the primary treating physician because the drug has many 
minor and some major side effects. These side effects often require laboratory 
and complaint monitoring which in turn results in consultations and reassurances 
to help patients remain in treatment. A flexible schedule is essential in order for 
working people to undergo treatment and preserve their livelihood 
simultaneously. We are proud that nearly half our patients held full-time jobs 
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while undergoing treatment. At our hospital, a functioning, coordinated system 
was achieved through the voluntary assistance from many, including industry 
initially donating drugs and lab tests, the laboratory providing results in an 
expedited manner, and many professionals giving extra care to these hepatitis C 
patients. A patient-friendly system was created by bending many rules and 
former methods of treatment. Only after we were able to demonstrate a 
successful, working program were we supported by the administration. 

After 18 months of supervising the HCV program at the Hines VAMC, I retired for 
reasons of age. I was not replaced with another liver doctor because of 
budgetary restrictions and the administration did not recognize the need for a 
specialist to supervise the treatment of HCV infection. The follow-up of patients 
was left to their primary care doctors who were most often residents in internal 
medicine. Four months after my departure, only ten percent of the patients 
requiring treatment remained on the their drugs. The supervising physicians 
often stopped medication due to possible toxicity and the patients stopped 
medication because they could not obtain prompt evaluation and reassurance 
that they should continue. 

After five months of retirement, I returned to Hines as a volunteer for one day 
each week to supervise the HCV treatment program. My primary focus is 
counseling patients before they start treatment, advising and reviewing results of 
treatment and side effects and, reassuring many patients who are frightened or 
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discouraged about whether they are doing the correct thing in continuing 
treatment. Ribavirin has since become available and essentially all new patients 
are started on combination therapy. 

As part of an overall VA thrust, the Hines VAMC has a clear effort to identify and 
treat more and more veterans who have hepatitis C. However, the harsh reality 
is that the numbers identified (almost 450 patients with HCV) have overwhelmed 
our system for evaluating and following these patients. This inundatioahas led 
to delays of between 4 to 6 months in initiating treatment and denial of treatment 
to patients with problems such as previous psychosis or substance abuse that 
would almost certainly require substantial professional attention if treatment were 
started. The infrastructure needed to evaluate, advise and treat the volume of 
veterans presenting with hepatitis C is simply not there. 

In my experience there are unique needs (somewhat similar to those for 
AIDS or HIV infection) associated with the effective treatment of hepatitis C. 
These unique needs are: 1 ) an experienced physician in hepatology and hepatitis 
C to clearly determine which patients are in fact eligible for treatment and to 
maintain them in treatment; 2) an integrated and expedited system involving the 
lab, the pharmacy, and psychiatry with 3) a full-time, available professional 
decision maker to coordinate and transmit a learned view to the patient; and, 4) 
an administration committed to the same goal of providing quality care and 
treatment to veterans with HCV. Currently, all of these elements are not yet in 
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place at our VA hospital even though we are reputed to have treated the most 
patients at one VAMC in the US, now over 200 veterans have at least started 
treatment. Happily, I believe that all of these elements will be in place by the end 
of this calendar year. 

Let me elaborate on these unique needs. First, concerning an experienced 
physician in hepatology and hepatitis C, available at least weekly (a consultant is 
a possible solution). Current guidelines for treatment are met completely by only 
about 8 percent of VA patients, yet at least 35 to 50 percent of presenting 
patients will benefit from HCV treatment. So, experience is needed in 
determining which details may be overiooked to start treatment. Upon 
completion of two drug therapies currently, 60 percent of patients still have the 
infection and these veterans want accurate information on what they should do 
next. A problem facing the VA is the inadequate salary - nearly $30,000 less 
than in the private sector - being offered to recruit full-time trained liver doctors. 
The VA simply cannot compete for qualified physicians in this field. 

Second, an integrated and expedited system. Interview and laboratory testing 
must be performed at least monthly, drugs cannot be provided until these safety 
checks are completed, about 1 out of every 10 visits require a consultation to 
evaluate the severity of side effects. All patients have a variety of side effects 
that require prompt, compassionate evaluation to continue on treatment. Many 
patients are able to complete all of this in a single monthly visit, approximately 
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one hour in length with a follow-up phone call. If the ordinary clinic procedure 
were followed, a minimum of three visits would be required to accomplish the 
same thing. Furthermore, for employed patients, we can complete their visit as 
early as 6:30 a.m. or as late as 7 p.m. confirming that it is okay to continue 
treatment. 

Third, a full-time nurse, nurse practitioner, physicians assistant or physician 
assigned to supervise all of these patients is essential to coordinate all of these 
activities, intervene when the unexpected occurs, and reassure the patients and 
their families. We have found that such a person supplemented by the 
information services provided around the clock by interferon manufacturers and 
emergency rooms meets the patients' needs. 

Fourth, an administration committed to supplying these resources for hepatitis C 
patients without merging hepatitis C treatment with all of the other challenges of 
VA medical care is necessary. In the evolution of our program, it has been 
necessary, at various stages in the past, to beg free drugs from the 
manufacturer, to obtain expensive laboratory tests such as genotype and viral 
loads privately and it remains difficult to obtain indicated treatment for those who 
have failed in their initial two drug trials. As national guidelines have emerged, 
these difficulties are being resolved but ever so slowly. 
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Possible solutions to improve access and treatment to veterans with HCV in the 
VA health care system: 

1 ) Create a bonus structure directly linked to the annual reporting of the 
number of new veterans identified with HCV, those entered into treatment, 
and those who have a “cure” six months after the treatment is finished. 
This will provide a scorecard to compare one center and program with 
another. 

2) Hepatitis C, like HIV, is a disease that requires a lot of resources to 
manage. It should be reimbursed as a complicated disease, not a simple 
one to provide appropriate reimbursement to the centers undertaking the 
treatment. 

3) Every facility should have access to the elements of hepatitis C evaluation 
and treatment. This can be onsite or purchased through consultation, but 
it must be mandated to be present. 

4) Every facility with at least 10 patients under HCV treatment should have a 
full-time nurse, nurse practitioner, physicians assistant, or physician 
assigned primarily to manage these patients. Funds should be provided 
separately for the employment of this person to strongly motivate the 
centers to do this. With training nurses or nurse practitioners can 
supervise a treatment program and can work within each clinic or center to 
assure effective treatment. 
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Clearly the need and desire for effective treatment among veterans exists. The 
VA health care system even has most of the elements available except for the 
commitment to their efficient blending into acceptable treatment in a single visit. 
As a VA physician who continues to witness the results of a disjointed, 
inconsistent approach to treating this disease, I would appreciate this Committee 
involvement in assisting the VA to finally implement a HCV program that provides 
quality HCV care to all veterans. 

Thank you for your time and attention. 

Frank Iber, MD 
339 Selbourne Road 
Riverside, IL 60546 
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Mr. Shays. Thank you very much, Dr. Iber. 

Mr. Snyder, you are going to have the floor, then I am going to 
take it, and then I may have to leave, but I will let you come back 
and ask some questions afterwards as well, and then you can just 
adjourn the committee. So why don’t you start. 

Mr. Snyder. You all heard the testimony by our veterans this 
morning and some of them had some fairly strong worded state- 
ments to make about some of the evaluation and treatment proc- 
esses that they saw. Dr. Iber, in your written statement, and I 
think you said it also, “the harsh reality is that the numbers iden- 
tified have overwhelmed our system,” and then you say, “The infra- 
structure needed to evaluate, advise and treat the volume of veter- 
ans presenting with hepatitis C is simply not there.” That is a pret- 
ty confirmatory statement of what our veterans said this morning. 

Dr. Holohan, do you agree with that? 

Dr. Holohan. I have no evidence to disagree with that. 

Mr. Snyder. So that we currently have a VA system over- 
whelmed with numbers and more is to come? 

Dr. Holohan. I think it is probably premature to say the entire 
system is overwhelmed with numbers. I think that some of the tes- 
timony you heard today indicate that people are working hard but 
they seem to be able to meet the challenges. I would be naive, and 
you would consider me dissembling, to say that I thought that was 
the case throughout the country. 

Mr. Snyder. In terms of specifics, Dr. Holohan, is this a problem 
of money, a problem of just catching up with a relatively new dis- 
ease entity? Where do you see we are in this? I have a lot of praise 
for the VA in terms of over the last decade I think you all have 
been ahead of the curve most of the time in terms of research and 
trying to get a handle on it. But it is obvious there are some prob- 
lems from your own statement just a moment ago. 

Dr. Holohan. Right. I think probably all of the factors that you 
mentioned obtain. No. 1 is the absolute number of veteran patients 
that will require evaluation and treatment is large. The systems 
that existed did not exist to meet that demand. So I think there 
are going to be inevitable bottlenecks. I think the issue of funding 
was probably raised by the VA several years ago when we re- 
quested additional funding for hepatitis C initiatives. One of the 
problems is in terms of the specialists. It is a lot easier to take 
money from your wallet today and buy drugs than it is to take the 
same amount of money and find a hepatologist willing and able to 
work in VA. So I think it is a number of those things that are hap- 
pening at the same time. 

Mr. Snyder. Are there statutory things getting in your way? 

Dr. Holohan. Not to my knowledge, sir. 

Mr. Snyder. Pay scales for hepatologists, is that statutory or is 
that something you all set? 

Dr. Holohan. Those are reviewed. I will have to defer, but I 
think those pay scale issues are reviewed on a routine basis every 
4 years, and it is coming up again. But in my experience, and it 
is not limited to hepatologists, the pay scales are issues for many, 
many, many specialties — interventional radiologists, anesthesiol- 
ogists, etc. 
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Mr. Snyder. One of you had somewhere in your written state- 
ment I think it was a $30,000 figure. Was that you, Dr. Iber? 

Dr. Iber. Yes, sir. 

Mr. Snyder. Which is less than what you would get in the pri- 
vate world. 

Dr. Holohan, what is your assessment of the current status of 
the screening aspects of things. Dr. Iber’s statement is that we do 
not have the infrastructure to evaluate and advise. Do you agree 
with that also? 

Dr. Holohan. Not entirely. I alluded to the automated clinical 
reminder system, which was put into effect because we came to be- 
lieve that the response to the Under Secretary for Health’s infor- 
mation letter in 1997 that listed risk factors that each veteran pa- 
tient was to be quizzed about, and I am sure you have seen the 
document, we did not seem to be getting the kind of response that 
we had hoped. So it was decided that we would spend the time, ef- 
fort, and money to develop an automated risk assessment reminder 
system. 

The information I have been given from both the Chief Informa- 
tion Officer and from our clinicians, some of whom mentioned it in 
their testimony, is that it appears to be pretty effective as a screen- 
ing and evaluation tool. So I am not quite as critical as I might 
have been in the past before this was instituted. 

Mr. Snyder. I had one specific question, Dr. Holohan. You 
quoted a 20 percent figure, 65,000 out of 325,000 I believe. 

Dr. Holohan. Right. 

Mr. Snyder. Which is substantially higher than the national “dip 
stick” day. 

Dr. Holohan. Correct. 

Mr. Snyder. I guess what you are saying that this is just not a 
typical population? 

Dr. Holohan. Actually, the percentage positive out of all tests 
done has been diminishing over time. My suspicion when we first 
began to get the data from Dr. Roselle’s Registry was that people 
were not actually being “screened” simply on the basis of risk fac- 
tors. What was happening was most tests were being done because 
the clinician suspected the patient had liver disease for some other 
reason. The initial data we got in the first year of the Registry was 
that 30 percent of all patients screened were positive, and that is 
very high. That indicates to me that they were not routinely follow- 
ing the risk factor list and screening on that basis, they were using 
more compelling information. But that has dropped to 20 percent 
now. It probably should be a little lower than that, I am not sure 
how much lower. But I think the change indicates that there is 
more screening than testing for cause. 

Mr. Snyder. Let me see if I understand what you are saying. Are 
you saying that if people are following your screening procedures, 
you are going to have some of your risk factors that are lower risk 
factors but they need to be tested also. 

Dr. Holohan. Correct. 

Mr. Snyder. And if all of them are tested, a substantial number 
of them are not going to be positives and so you should have a 
higher negative rate than you think you have right now. Is that 
correct? 



100 


Dr. Holohan. That is my belief, yes, sir. 

Mr. Snyder. I understand. There was some criticism earlier by 
our panel of veterans about the treatment protocols. With regard 
to the treatment of patients that are treated in the VA system, is 
the treatment that you begin on individual veterans and the proto- 
cols that you follow, is that the same as would be found in a non- 
veteran hospital, in a civilian hospital, or has it been modified? 

Dr. Holohan. I will defer to the clinicians. But the first thing 
I would say is I am not sure what most civilian hospitals use. 
There are no systems that have provided that. I disagree very 
much with a statement made by one of the earlier panelists that 
our guidelines are wrong and need revision. I do not believe that 
is the case. I think the people who put that together are among the 
top liver experts in the country. But I will defer to our active clini- 
cians as to the treatment guidelines. 

Dr. Ho. I think the VA treatment guidelines are pretty much ex- 
actly as what is being followed in the community. They are largely 
based on the NIH consensus statement which now is a couple years 
old. These guidelines are just guidelines, and we are getting new 
data everyday and so there is some evolution of those guidelines. 
There is one area of people who have normal liver function tests 
that is highly controversial among the experts right now and that 
still is evolving. The current VA and NIH guidelines call for per- 
haps not treating those patients. But I consider that is one area 
that will continue to evolve and we will have to wait for the ex- 
perts. But at the current time, I am very satisfied with the VA 
guidelines and believe it is the same as in the community. 

Dr. Brau. I would think that in the VA the veterans with hepa- 
titis C receive the same good care that they would receive any- 
where else in the civilian world. The treatments are changing and 
things like the liver enzymes and whether one should treat by liver 
enzymes or by liver biopsy is being discussed and is controversial 
in the hepatitis C community. But typically the experts who treat 
the veterans do go to those international conferences where they do 
hear the latest opinion on that and keep themselves up to date. 

Mr. Shays. I thank the gentleman. We will go back to you later. 
Before I have to leave at 1, I would like to ask a few questions. 
They relate to the conceptual issue of two Centers of Excellence 
and a whole number of other facilities that are not so-called centers 
of excellence. I do not understand the concept, and you will under- 
stand why when I ask the question later. But maybe you could ex- 
plain the concept to me, Dr. Holohan. 

Dr. Holohan. I am actually glad you brought that up. The im- 
pression that I got from previous discussions is that the view of the 
two Centers of Excellence is that they are designated as centers of 
clinical excellence for the treatment of hepatitis C. And such is not 
the case. 

Those two centers were selected and are centrally funded for 
their work, not centrally funded for clinical care, in two areas. One 
is educational production and distribution of educational and infor- 
mational materials, counseling, and so on and so forth, which is the 
major responsibility of the Center at the VAMC in Miami. The sec- 
ond is on evaluation of treatment guidelines, editing of items that 
go into the VA Web site, and monitoring and supervision of re- 
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search, such as the industry-funded 26 center study of combination 
therapy and studies of new drugs such as pegylated interferon, 
which is from San Francisco. 

So they are not designated as a Center of Excellence specifically 
for the treatment of hepatitis C. They are Centers of Excellence for 
the VA as a whole in areas of educational materials, counseling, 
guidelines, and clinical research. I dare say that the clinicians at 
Miami or at San Francisco would not hold themselves out to be 
members of a Center of Excellence greater than that in New York 
or in Minneapolis. 

Mr. Shays. You heard witnesses who testified earlier who basi- 
cally described I think some pretty alarming examples of how they 
wanted the service, they felt they were entitled to it, they were sick 
and were either being told they did not have a problem, or they 
had a problem but we couldn’t treat you a particular way. You 
have been kind of silent to that. I would love for you to just talk 
a little more about what you heard and tell me what I should infer 
from that and what the committee should infer. 

Dr. Holohan. Well, I will speak for Central Office. There have 
been a number of times when such statements or claims have been 
made and I have always said to VSO representatives or in some 
cases VA employees that if you have an incident like that, you tell 
me. I have given my phone number and e-mail out at our national 
meetings. It is something I want to know about and it is something 
I am sure that Dr. Garthwaite wants to know about. It is difficult 
for me to understand why, assuming this is in fact accurate, that 
a VAMC would tell a patient known to be positive for hepatitis C 
that it is their practice not to do liver biopsies and not refer them. 
That does not make any sense. 

Mr. Shays. It does not make any sense, but we had testimony 
that in fact was happening. So are you saying that it does not hap- 
pen, or are you 

Dr. Holohan. I am saying, chairman, that this is the first time 
this has been called to my attention. 

Mr. Shays. We had testimony last year that there were cases 
where people were not being covered, and we cited three cases. Mr. 
Baker came back today and just said: 

I have been asked to followup on the examples that I produced last year. Mr. 
Chairman, I am sorry to report that these veterans’ lives have gotten dramatically 
worse. The veteran from Idaho was finally tested, but has not yet been allowed to 
receive treatment in VISN 19, in fact, he has been told that despite evidence of fi- 
brosis of the liver, his enzyme levels are not elevated enough to consider him for 
treatment. As for the veteran from Montanan, the VA has “done a fine job” — he was 
never treated for his hepatitis C and in November of last year he succumbed to com- 
plications from a liver transplant due to Hep-C. I attended his funeral. In the case 
of my personal friend from New Jersey that served with the 173rd Airborne, he is 
now number 7 on the liver transplant waiting list. Even though we personally hand- 
delivered his case to Dr. Garthwaite, NO, I repeat NO action has been taken. The 
VA continues to maintain that this recipient of the Bronze Star for Valor cannot 
show a nexus between his service and his hepatitis C infection because his duty as- 
signment was not “medic.” 

Dr. Holohan. I can respond to at least two of those, not the pa- 
tient who has died. The patient in Idaho, according to information 
I have received from VA people, refused to allow his name or social 
security number to be made known to the VA, so we cannot track 
him. The patient in New Jersey, I have, and I can forward it to 
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you, a letter from Mr. Eppley to the regional office in New Jersey 
saying that the evidence they had, despite the fact that the diag- 
nosis of hepatitis C was made in the civilian sector, established a 
nexus because of his service in Vietnam and that the regional office 
should consider his claim as well-grounded. 

Mr. Shays. And what is the status of that? 

Dr. Holohan. All I can tell you is that I received yesterday a 
copy of the letter from Mr. Eppley to the regional office telling 
them they should consider his claim for a service-connection as 
well-grounded. 

Mr. Shays. But that is yesterday. 

Dr. Holohan. I am not sure what you mean. 

Mr. Shays. This was an example at a hearing we had many, 
many, many, many months ago. 

Dr. Holohan. We were unable to get names and social security 
numbers of the people cited last year until very recently. 

Mr. Shays. When Mr. Bryant spoke, he said: “In early 1999 I 
went to an appointment at the Spokane VAMC. I told the VA doc- 
tor of my concerns about my hepatitis C and the health of my liver. 
I asked for a liver biopsy and a viral load test, as those were the 
VA’s own procedures for treatment of HCV. I was shocked and sur- 
prised by his answers: One, this hospital has a policy of not doing 
liver biopsies. Two, in looking at your past LFT tests, you do not 
meet the protocols for interferon treatment as they are below twice 
normal. Three, I will order a viral load test and we will discuss it 
at your next appointment in 3 months.” 

What should I infer from that? 

Dr. Holohan. That is wrong. That is inadequate medical treat- 
ment. 

Mr. Shays. Right. 

Dr. Ho. Mr. Chairman, if I might just add something. I think 
there is a lot of frustration on the part of veterans who are in- 
formed by the Internet and by support groups and who have cer- 
tain information and who perceive that there is a lack of education 
on the part of their health care professional. It is an ongoing issue 
about education of our health care professionals. You optimally 
need a liver specialist who has been able to keep up to date to real- 
ly give the appropriate recommendations. There just are not that 
many in the VA medical centers. In the entire State of Minnesota, 
there are maybe a couple hundred gastroenterologist, but of those 
couple hundred there is maybe 20 who really have kept up to date 
and who are treating the majority of liver, and hepatitis C patients 
in the entire State. So you can see that confusion about interpreta- 
tion of current data might happen in a clinical setting. 

Mr. Shays. Miss French used the statistic of 10 percent of our 
veterans, Dr. Iber, having hepatitis C. That seemed to me a bit in- 
flated. Would that be a statistic you would agree with? 

Dr. Iber. I think it is pretty close to that. I feel that it is 8 per- 
cent, but that is not recognizing that the two coasts of America 
have a much higher percentage. So I think 10 percent may well be 
an accurate figure. 

Mr. Shays. Dr. Brau, in your facility, what are you finding as the 
statistic? 
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Dr. Brau. We take the statistics from the survey which was done 
really on an unselected population in March 1999, which is not the 
same as if you look at the antibody tests of those who are tested 
because of risk factor or liver disease. And by that statistic, our 
network has 13 percent, and our facility in excess of 14 percent. 

But to catch up on what was mentioned earlier, I believe every 
VA medical center should have a dedicated center for hepatitis C. 
I am particularly encouraged by the growing number of my infec- 
tious disease colleagues who are interested in going to this field 
and get themselves educated and become experts. 

Mr. Shays. Given the number of 14 percent, somewhere in that 
range, just use the number 10 percent, we are saying that 10 per- 
cent of particularly our Vietnam veterans 

Dr. Iber. All veterans. 

Mr. Shays. All veterans. 

Dr. Iber. Higher in Vietnam. 

Mr. Shays. All veterans, not 1 percent, not 2 percent, 10 percent 
have hepatitis C and we know it to be a silent killer. It would 
strike me that this is a gigantic percentage and one which, Dr. Ho, 
your comment, though truthful, is somewhat alarming that we do 
not have the expertise in our facilities. Hence, Dr. Holohan, we 
have this problem. You have restraints based on dollars. But I al- 
ways believed if I were in your shoes or anyone else’s shoes in the 
administration, I would lay it on the line to Congress and then say 
Congress it is in your lap. But it is not presented that way. I would 
think VA would say we need this amount to deal with this prob- 
lem, to deal with the protocols that we have, and anything less 
than that will mean that you will get substandard care. And then 
it is on Mr. Snyder’s table, my table, and Mr. Souder’s table. But 
I do not think we are getting that yet. So then it goes back on the 
VA. 

We get a lot of stories like this that you say are unacceptable. 
But I do not think these are exceptions, I think they are more the 
rule based on, as you have pointed out, Dr. Ho, that we just do not 
have the expertise. And do we all agree that if they are not treated 
they become ill and die. Is there anyone who disagrees with that? 

Dr. Brau. Mr. Chairman, not everybody who tests positive for 
the antibody actually has the chronic viral illness. If you count the 
false-positive rates and those who cleared the virus through their 
own immune system, about two-thirds of those who have antibody 
test positive have the virus. And of those who have chronic virus 
in their blood and in their liver, some patients do not progress that 
far. So we see patients who have been infected 40, 50 years and 
on biopsy have minimal liver disease. So for them, they will prob- 
ably not be killed by the virus. But others progress much faster 
and that is why we need to do a specialty evaluation including liver 
biopsies to see who is most urgently in need of treatment. 

Mr. Shays. That should be able to take place at any VA hospital? 

Dr. Brau. Yes. 

Dr. Iber. Agree. 

Mr. Shays. And it does not right now, correct? 

Dr. Holohan. That appears to be the case. 

Mr. Shays. Mr. Souder is here to Chair, but I will yield the time 
now to Mr. Snyder and then he can claim time. 
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Thank you very much, gentlemen. 

Mr. Snyder. Thank you very much, Mr. Chairman. I just have 
three or four more questions. 

Dr. Ho, I wanted to ask you a bit of an unrelated question. You 
talked about the combat blood exposure in your comments. You had 
the fairly dramatic example of a piece of a leg bone being im- 
planted in one of your patients. I assume that we are talking about 
exposure to kind of the large amounts of blood that can occur in 
combat situations, not just the fact of being under fire, but the sub- 
sequent people that would treat, potentially the folks that load 
them into helicopters, the folks that are at the field medical facili- 
ties. Is that correct. 

Dr. Ho. I have one patient who was an ambulance driver actu- 
ally at a base here in the States during the Vietnam war, and at 
that time it was not common practice to use plastic gloves. If some- 
one was bloody, you just grabbed them and hauled them in. And 
as far as we know, that is the only risk factor that particular pa- 
tient had for hepatitis C. So it involves that, the blood transfusions, 
and then the actual combat injuries and blood exposures that are 
risk factors. These are significant risk factors, as shown by re- 
search done by Dr. Wright’s group in San Francisco, and of course 
unique to this patient population. 

Mr. Snyder. Dr. Brau, you mentioned earlier that you expect 
waiting times will become longer, which is kind of an ominous sign 
for Members of Congress who hear about waiting times, and of 
course for the veterans who want to be treated. Do you agree that 
if you have longer waiting times that is kind of a symptom of what 
Dr. Holohan and Dr. Iber describe as an overwhelmed system. Is 
that how you would describe where you are at today? 

Dr. Brau. That is correct. And that sort of stresses the fact that 
the support for the treatment includes not just the drug cost and 
the laboratory cost, but also staffing which needs to be added to 
have really a comprehensive multidisciplinary team to take care of 
the problem. One thing that we have found also is the longer the 
waiting time, the higher the drop-out rate. So patients get sched- 
uled but then they do not show up. We will call them to reschedule 
them. But we would like to have the waiting time as short as pos- 
sible. 

Mr. Snyder. You mentioned infectious disease specialists, not 
just GI doctors as becoming potential providers of treatment. Are 
you within your system looking at some creative ways, taking some 
general internists, for example, already within the system and giv- 
ing them additional training, or is it going to have to be a gastro- 
enterologist that is primarily the specialist that does the ongoing 
care? 

Dr. Brau. I think we should look first at the specialists who are 
most involved in this disease. This is an infectious disease that 
does involve the liver. And while traditionally the studies on the 
non-A, non-B hepatitis, which was not known to be virally caused, 
was done by gastroenterology, more infectious disease experts are 
getting into the field and they bring in all of the experience with 
the other big viral disease, HIV. So I think it lends itself to a col- 
laboration. There might be the occasional general internist who has 
a lot of dedication to the disease and is willing to educate herself 
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or himself to the illness, but I think we do have a number of infec- 
tious disease and gastroenterology, hepatology specialists who to- 
gether can put a comprehensive treatment program in place. 

Mr. Snyder. HIV has been mentioned several times I guess be- 
cause you use comprehensive teams. Are there other diagnoses 
within the VA that also have special care teams or comprehensive 
teams? What are some examples of that, Dr. Iber, you are nodding 
your head. 

Dr. Iber. Chemotherapy I think uses a superb specialty team, al- 
beit usually a little shorter than hepatitis C. But I think actually 
we incorporate the chemotherapy team and our patients get great 
care in fact when the chemotherapy team of nurses and consultants 
is responsible for them. 

Mr. Snyder. Do we have a shortage, Dr. Holohan, of oncologists 
in the VA system also? 

Dr. Holohan. Yes, sir, we do. 

Mr. Snyder. Would you describe our treatment of cancer within 
the VA system as “the harsh reality, it is overwhelmed by our sys- 
tem,” or not? 

Dr. Holohan. No. In fact, I think we have adapted better in the 
oncologic arena than we have in hepatitis C. I think part of that 
is simply a function of time and learning how to save energy and 
resources while getting the job done. 

Mr. Snyder. The last question I want to ask you, Dr. Holohan, 
I assume that the chairman will want to do followup or maybe the 
VA will want to do hearings in the future, 6 months from now, will 
the harsh reality of our veterans’ system for care of hepatitis C be 
that we are overwhelmed? 

Dr. Holohan. I think trying to respond to that prediction is the 
surest way to appear a fool in 6 months. I hope not, but I am not 
sure. 

Mr. Snyder. Do you have a specific action plan in mind that is 
going to change that reality over the next 6 months? 

Dr. Holohan. Well, some we have already talked about. I think 
the clinical assessment reminder system has dramatically improved 
the evaluation and screening. I think that the additional funds re- 
leased this fiscal year by the Under Secretary will help, and I think 
the adjustments, whatever they may be, in fiscal year 2000 about 
increasing funding for hepatitis C based on the workload and pre- 
dictions as to cost will change the budgetary circumstances signifi- 
cantly. Now in terms of being able to go out and dramatically in- 
crease the number of gastroenterologists or infectious disease ex- 
perts, I am not quite so sanguine because that is a perennial prob- 
lem for VA or any salaried medical care system. 

Mr. Snyder. Dr. Iber, do you have a comment? 

Dr. Iber. Yes. I think that the VA has great success particularly 
with this computerized recognition of screening and the need for it 
in identifying more patients. My concern is what do we do with 
them then. I think that they are very slow. The principal use of 
moneys has been to pay for the drugs which are very expensive, 
but I think availability of drugs has not been a problem in my ex- 
perience for at least 2 years. We have made them available, we get 
what we need in any quantity we need them. But the personnel as- 
signed with priority to supervise the safe administration of these 
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drugs is the big ingredient that is lacking, at least in the center 
that I am familiar with, and as I talk to colleagues in the greater 
Chicago area, that is a pretty uniform problem in our five VA hos- 
pitals there, we cannot keep up with the load. 

Mr. Snyder. My last question for each of you is just a general 
question. Knowing you as somebody who has practiced medicine for 
20 years and have been around academicians, you are a pretty 
independent minded group. Is there anything, Dr. Brau, that you 
would like to comment on today that you think we ought to know 
about? 

Dr. Brau. I think the effort is ongoing in the VA system, in some 
centers more than in others, but everybody is going in the right di- 
rection. I think if we get the right support, we can maintain a very 
high level for the treatment of our veterans with hepatitis C. The 
issue of personnel that is dedicated to this does need to be ad- 
dressed in the support system. 

Mr. Snyder. Dr. Ho, any last comments? 

Dr. Ho. I think the concerns expressed today are important and 
I know the commitment of the administration of VA is very much 
there and I think, in general, ahead of the ball game. The big issue 
now is finding these patients with hepatitis C and educating them. 
I think it boils down to each VA medical center needs at least one 
or two full-time personnel dedicated to hepatitis C. We need to find 
the patients with hepatitis C because in a year, a year and a-half, 
our treatment is going to change, and it is going to be much better, 
I believe, and then we are going to need to start treating these peo- 
ple. We have a lot of people just waiting for that. 

Mr. Snyder. Dr. Iber, any final comments? 

Dr. Iber. I have some concern that the VA is putting a lot of 
thrust on developing their own materials, their own guidelines as 
though the veteran with hepatitis C is completely a different spe- 
cies of cat from the civilian one. I think that is totally incorrect. 
There has been a tremendous amount of work done, there are won- 
derful educational materials out there on the civilian side that are 
reproduced by industry. I wonder if the VA, rather than develop 
their own through a Center of Excellence designed to this and cre- 
ating what has been in my experience third-rate and mediocre 
pamphlets and educational materials compared to what is already 
out there, that they might be well off just to incorporate existing 
ones into the thing and get on the problem of using their resources 
for the task at hand of treating the veterans in the various facili- 
ties. 

Dr. Holohan. Let me interject by saying we do that, we use ma- 
terials produced by Hepatitis International and the American Liver 
Foundation, not intending to reinvent the wheel. 

Mr. Snyder. Dr. Holohan, do you have any last comments? 

Dr. Holohan. Only one, and that is there was a statement made 
in an earlier panel that VA treats those patients who benefit the 
least, that the people who could benefit the most are not treated 
by VA. I would like to see evidence of that. I think my two col- 
leagues who are treating patients both in the midwest and in New 
York would probably not agree that they are personally treating 
patients that benefit the least. 
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Mr. Snyder. Thank you all for your time today. Let me just say 
in closing, Congress is your ally in this business. This is a whole 
new entity. You all have been perhaps leaders in the world in deal- 
ing with this disease and we want to help you with it. I know Mr. 
Shays feels that way, I know the Veterans Committee feels that 
way. But I hope you will feel free to let us know when there are 
things that we need to be doing. I appreciate your time today. 
Thank you all. 

Mr. Souder [presiding]. Dr. Ho, I wanted to followup on a com- 
ment that I heard you say a little bit ago, which is that in all of 
Minnesota you only had was it 20 people or 50 people who could 
effectively be current on this disease. 

Dr. Ho. It is a rough estimate. The people who are familiar with 
hepatitis C are ones who go to the annual meetings and keep up. 
It is a constantly changing and evolving area. Again, to my knowl- 
edge, there is a small minority of gastroenterologists who are doing 
the large majority of the care of hepatitis C patients in the State 
of Minnesota. 

Mr. Souder. Are you saying that there is a shortage in the gen- 
eral population as well as in the VA of people who 

Dr. Ho. The State of Minnesota currently has a shortage of gas- 
troenterologists in the entire State. Every single private group, to 
my knowledge, is looking to hire more gastroenterologists and are 
having some difficulty doing that. 

Mr. Souder. Does that tend to be true nationally, do you know, 
Dr. Holohan? 

Dr. Holohan. Yes. In general, that is the case. I do not want to 
get on a philosophical course about the push toward primary care 
and what we are seeing now as new technology develops, the short- 
age of interventional radiologists, medical oncologists, gastro- 
enterologists, cardiologists, but in fact that is a common thread. 
That is one of the reasons why the VA is one of the few agencies 
that still will issue waivers for J-l visas for medical specialists. 

Mr. Souder. It is my understanding that you have asked for $20 
million in the national reserve fund to supplement funding for hep- 
atitis C testing and treatment but that you have only spent $39.2 
out of the $190 million that we allocated in last year’s budget. 
Could you explain why that money was not spent? 

Dr. Holohan. Since I have gotten your snap from center, I will 
now punt to the Chief Financial Officer. 

Mr. Norris. First of all, let me say that I am a Vietnam veteran 
and am one of the medevac pilots that Miss French referred to 
from that war. In fact, due to the timing, I may very possibly have 
been the medevac pilot that evacuated Mr. Lesinski when he was 
wounded. So I go back a long way with concern for these veterans 
and I do not think that feeling is unique within the VA; I think 
that feeling permeates the organization. 

We have concerns about that because we do have $195 million 
in the budget this year for hepatitis C. As best we can tell, as you 
stated, we spent about $39 million through the first half of the 
year, and we currently expect to spend about $100 million of that 
by the end of the year. The money is out there. We are perplexed 
as to why it is not being spent. I suspect that part of it is for the 
reasons that have been stated in terms of access, availability of 
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providers to screen, to provide the treatment, and to get the pa- 
tients in. 

We do want to provide more visibility for that. So we have sent 
out $20 million tied specifically to those costs that have been expe- 
rienced in the system so far this year. We hope before the begin- 
ning of the fiscal year to change our VERA allocation model so that 
it will actually highlight that we have money tied to hepatitis C for 
complex care patients and get that out so that everybody will be 
aware that the money is available. We have $340 million in the 
budget next year for hepatitis C. But we do have concerns about 
hepatitis C spending and there is an effort to make sure that we 
are doing all we can do from a financial standpoint to make the re- 
sources available. 

Mr. Souder. So what I understood you to say is you do not know 
why it is not being spent. And how are you trying to find out? 

Mr. Norris. One of the problems we have had is actually track- 
ing the expenditures. So because we do not have data, as Dr. 
Holohan mentioned earlier with tracking patients, we do not have 
data specifically designed to track and record hepatitis C costs. So 
it is possible that we are spending more than that and we just can- 
not identify it. We have set up a pretty elaborate system to identify 
those patients and to identify the cost associated with them, made 
some assumptions about cost associated with those patients for 
screening and testing of patients who turn out to be negative, be- 
cause there is a cost to that. 

So we are doing everything we can to determine what we are 
spending, and the fact that we are not spending everything that we 
should be is a concern. But, as I said, I suspect it is because of the 
lack of ability to get this up and running. It took us a few years 
to get the AIDS program up to the status that it is now, and we 
do that pretty well I think. So I think we want to pattern what we 
are doing here with hepatitis C after that and employ some of the 
lessons learned there and hopefully improve our tracking hepatis 
C costs. But it does take a little time to get that going. 

Mr. Souder. My understanding is it has taken almost 2 years to 
try to get a data set together that you can compare. Because you 
are just telling me that part of your problem is you do not have 
the data, and my understanding is it has been about 2 years in try- 
ing to develop this data. Why is it taking so long to figure out what 
you need to compare to? Did this suddenly just drop in your lap? 

Mr. Norris. No. The point I was trying to make is that we are 
concerned about the lack of the spending. And to date, the amount 
that we have identified as spending on hepatitis C does not ap- 
proach the estimates for our projections based on various assump- 
tions that we made that may be incorrect. But it at least raises the 
issue. And so we have scoured the data bases, we have actually es- 
tablished now this registry, that Dr. Holohan mentioned, which we 
are bumping these various data bases against to make sure we are 
accounting for every patient. I am simply saying that we are look- 
ing to see if there is something we are missing. We are not sure 
that we are, but if there is something, we want to know about it. 

Mr. Souder. I would yield to Mr. Snyder. 

Mr. Snyder. The staff has put in my hand a copy of the tran- 
script from the hearing that Mr. Shays conducted in June 1999. 
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Mr. Brownstein, who was the president of the American Liver 
Foundation, if I just might read a paragraph of his testimony look- 
ing prospectively at this issue of how to spend the money. He said: 
“First of all, the $250 million of treatment that has been committed 
will not happen. It will not occur unless the infrastructure is devel- 
oped. You cannot just have money for treatment without having 
the mechanisms to deliver the care. So the worst thing that could 
possibly happen is you reconvene this body next year and find out 
that only $30 million, $50 million, or $75 million was spent in the 
year 2000. That would indeed be a tragedy because that would not 
signify there isn’t a need, it would signify that we have not effec- 
tively translated that need into an effective demand that can be re- 
sponded to.” Mr. Brownstein gets some points for prediction, 
doesn’t he. Thank you, Mr. Chairman. 

Mr. Souder. The concern I have is not that we should not be 
spending the money, and that in fact sometimes does happen when 
the money doesn’t get spent that people will question it, but in this 
case your request is even going up. A problem that I would have, 
as somebody who is not an expert in this at all, is if the general 
population is 1.8 to 2 percent, veterans are looking at 8 to 10 per- 
cent, we have heard here this morning that this did not suddenly 
occur, the Vietnam war was not over last year, and what I am 
hearing is that you are trying to figure out, trying to sort that 
through, and trying to rectify data bases. It may be that there are 
not sufficient people even to treat it if you find that. But I have 
a concern as to why this took so long. 

Second, the funds are there. We need to have clear explanations 
as we are moving through, and we will have budget questions, but 
we also need to make sure our veterans are covered and that with 
all due diligence we find that so. And if it is an infrastructure prob- 
lem that we do not have enough people in the specialty area, that 
is identified to Congress and that becomes a focus. If it is a prob- 
lem that there is not enough outreach to the veterans, then that 
becomes a focus. But there needs to be some clarity as we move 
through this and your execution of this program. 

I want to thank each of you for being here, as well as those vet- 
erans who were willing to speak out on the first panel, as well as 
Miss America. 

I think one thing that Chairman Shays has proven, both in this 
committee and over in the human services side and the Medicare 
where I worked with him for a number of years, is that he is ag- 
gressive in followup and in continuing interest, whether it has been 
the Persian Gulf Syndrome question, whether it has been in an- 
thrax vaccinations, or hepatitis C. He will be persistent, he will 
continue to monitor, and he will work for the legislative and fund- 
ing needs that we need. And while not all the members may be 
here today, we have aggressively backed him up in that because we 
know the thoroughness that the staff pursues in these issues. 

So we would appreciate it if you will stay in touch with us and 
be aggressive with us. Nobody deserves our care more than those 
who sacrificed for our country and often they are in the back seat 
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in how they get their care. So we want to be more aggressive in 
making sure that they are covered. 

With that, this subcommittee now stands adjourned. 

[Whereupon, at 1:25 p.m., the subcommittee was adjourned.] 
[Additional information submitted for the hearing record follows:] 



Ill 


r - i - •. 


American 

Liver 

Foundation 



Smm-r 

Sssa 


BRUCE R. BACON. I 

E f rF 

s; 


PORTER. JR. 
IeFFBEY KJORDAN^ 

ANGELO x*g§n5/a. Ear. 

Owr»«in. NmJaisay 
ADraANM.glgL5C66LIE, M( 

gailagrawal. JO 

cIuSjKb 0 fisr caS™* 

, ESTHER AGUILERA 

Mbpmlc Cl uai 


EDMUND SLAKE 

WILLIAM BUTLER. JR. 
Mrmnyhim. Alabama 

iSSUi idJS^wSw* 15 

5KT PhC 

iaSr™- 

CHARLES D. HOWELL. M 

Msssr 

j SHF“ k " 

utss**. 

WILLIAM LARRY LUCAS 

WILLIAM T. LYONS 

ygjjjgogH’ 

ESTEBAN ME7EY. MO 

gummy 

MARK A. ROTHSTEIN, JO 

Esr“ n 


STATEMENT 

OF 

THE AMERICAN LIVER FOUNDATION 

PROVIDED 

TO 

THE UNITED STATES HOUSE OF REPRESENTATIVES 
COMMITTEE ON GOVERNMENT REFORM 

SUBCOMMITTEE ON NATIONAL SECURITY, 
VETERANS AFFAIRS 
AND 

INTERNATIONAL RELATIONS 
BY 

ALAN P. BROWNSTEIN, MPH 
AMERICAN LIVER FOUNDATION 
PRESIDENT AND CHIEF EXECUTIVE OFFICER 

JULY 12, 2000 


75 Maiden Lane, Suite 603, New York, NY 10038-4810 • (212) 668-1000 • (800) GO-LIVER (465-4837) • (888) 4HEP-ABC (443-7222) • Fax: (212) 483-8179 

Member National Health Council, Inc. 



112 


The American Liver Foundation 

Mr. Chairman and members of the Subcommittee, my name is Alan P. Brownstein and I am the 
President and Chief Executive Officer of the American Liver Foundation (ALF). Thank you for 
giving our organization the opportunity to submit testimony regarding the vulnerability and risk 
of veterans to hepatitis C infection and the response of the Department of Veterans Affairs. 

ALF is a national voluntary health organization dedicated to the prevention, treatment and cure 
of hepatitis and other liver and gallbladder diseases through research and education. ALF has 30 
Chapters nationwide and provides information to more than 300,000 patients and families. More 
than 70,000 physicians and scientists, including primary care practitioners and liver specialists, 
also receive information from ALF. 

The ALF Board of Directors is composed of scientists, clinicians, patients and others who are 
directly affected by liver disease. Every month, ALF receives approximately 15,000 calls 
requesting information about hepatitis and other liver diseases. Over 90% of those calls are 
about hepatitis. 

ALF was founded 24 years ago by the American Association for the Study of Liver Diseases. In 
recent years, ALF has provided more than nine million dollars to support hepatitis/liver disease 
research and more than ten million dollars to promote public awareness about hepatitis. 

Applauding the Committee’s Leadership 

On behalf of the American Liver Foundation, we applaud the continued leadership of this 
Committee to bring appropriate focus and attention to hepatitis C and liver disease problems that 
exist among the veteran population. With your leadership, we believe that much progress has 
been made. We also applaud the efforts of the Department of Veterans Affairs as we believe 
both nationally and at the VISN’s across the country a commitment to this problem is evident. 
We would note, however, that the Department of Veterans Affairs has consistently under-spent 
its budget that has been made available by Congress. For example, in FY 1999 $46 million was 
made available for hepatitis C funding, but only $27 million was spent. In FY 2000, $195 
million has been made available, but only $100 million has been spent. The House 
Appropriations Committee has recommended and the full House has supported spending $340 
million in FY 2001. 

We applaud your leadership, but believe much remains to be done. We would encourage the 
Committee to focus it’s attention to the continued under-spending by the Department of 
Veteran’s Affairs on the hepatitis C crisis that exists among the veteran population. 

ALF’s Veterans Hepatitis C Liver Disease Council 

Since testifying before this Subcommittee last year, ALF has formed the Veteran Hepatitis C 
Liver Disease Council to address the issue of hepatitis C and liver disease in the Veteran 
population. This council brings together representation from Veteran Service Organizations, 
Veteran Health Administration officials, the nation’s leading medical authorities on hepatitis C, 
and ALF leadership to identify and implement the most expeditious means to increase the rate of 
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testing and treatment for hepatitis C for at risk veterans. This Council stands unified in its firm 
commitment to help meet the needs of veterans affected by the hepatitis C virus. 

The Council has identified four major goals of this campaign: 

• Raise awareness of hepatitis C infection risk factors/prevalence among veterans 

• Motivate veterans who may be infected with hepatitis C virus to seek testing and as 
appropriate, seek treatment 

• Provide credible, up-to-date hepatitis C information and education to at-risk veterans and 
those receiving treatment 

• To achieve the above goals through education and advocacy. 

Following the Council’s first inaugural meeting on June 15, 2000, two major campaigns are 
currently underway to help raise awareness of hepatitis infection risk factors. First, during the 
celebration of Independence Day last week (July 3-9), the Council’s first initiative helped over 
1,500 at-risk veterans get tested free of charge for hepatitis C through a nationwide promotion 
using an FDA approved home testing and counseling service (manufactured by Home Access 
Health Corporation). 

Secondly, ALF has developed a veteran hepatitis C information brochure that is to be 
accompanied with a letter signed by the VA’s Deputy Undersecretary for Health, Dr. Thomas 
Garth waite and sent out to the 3.6 million veterans that use the VA health system. This letter 
with the ALF brochure is being printed and will be mailed to veterans in the near future. 

The Prevalence and Impact of Hepatitis C in the United States and Among Veterans 

Hepatitis C, designated by the CDC, as an “emerging infectious disease” is one of the most 
serious public health problems that the United States will face as we enter the 21 st century: 

• Four million Americans have been infected with hepatitis C and most don’t know it. 

• Ten thousand people die every year from Hepatitis C, and this amount is projected to 
triple in the next 10-15 years. 

• Hepatitis C is the leading cause of liver transplantation. 

Hepatitis C is a democratic disease that affects everyone - all races, men, women and children. 

It mirrors mainstream America. . .doctors, lawyers, teachers and even soccer moms, not just those 
who received blood transfusions prior to 1992 and illegal injection drug users. However, it is 
important to recognize that some populations are more vulnerable to chronic hepatitis C than 
others. For example: 


- 

1.8% 

Overall U.S. population 

- 

8 - 10% 

Veterans 

- 

3.5% 

Overall population between the ages of 35-55 

- 

1.5% 

White 

- 

3.2 % 

African-American 

- 

2.1% 

Mexican- American. 
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Clearly, hepatitis C is a well-documented major health challenge for U.S. Because hepatitis C is 
a “quiet” virus, the vast majority of veterans with hepatitis C do not have symptoms, and thus, 
are unaware that they are affected. This combined with the prevalence of hepatitis C, and the 
fact that it is a serious, potentially life-threatening condition, underscores the importance of 
identifying those veterans who are infected. And further, new studies show that treatment 
succeeds in about 40% of patients who are suited for treatment. And even for those who do not 
respond to treatment, it is important that they become aware, because there are interventions that 
can significantly slow down the progression of hepatitis C damage to the liver - for example, by 
abstaining from drinking alcohol, and making sure they are immunized to protect them from 
hepatitis A and B. 


Veterans Health Administration Response 

As stated in the Department’s budget documents, hepatitis C has particular importance because 
of its prevalence in the VA’s service population. The Administration’s Fiscal Year (FY) 2001 
budget proposal requests $340 million to support efforts to test and treat veterans with Hepatitis 
C. This is $145 million more than the $195 million made available in FY 2000 for this purpose. 
As noted earlier, while the budget requests and expenditure levels have increased, there has been 
a significant spending shortfall below amounts made available. 

To address needs of hepatitis C positive veterans, VA designated medical centers in Miami, 
Florida and San Francisco, California as “Centers of Excellence” to serve as research and 
education lynchpins in VA’s 5-point strategic initiative to respond to hepatitis C. The 5-point 
strategic initiative includes: 1) patient education; 2) health care provider education; 3) 
epidemiologic assessment; 4) treatment; and 5) research. 

The Centers of Excellence have also developed risk factor and counseling recommendations for 
all VHAs, as well as treatment guidelines for the care of veterans with hepatitis C. These 
treatment guidelines will be updated periodically, and as there is a greater experience of clinical 
care, they can be broadened to be more inclusive. Management guidelines, such as the need of 
vaccination against hepatitis A and B, have also been distributed throughout the VHA system. 

In collaboration with the Centers of Excellence, ALF has developed ten fact sheets on hepatitis 
and live disease for veterans. These educational materials have been widely distributed 
throughout the VA system. 

Significant progress has been made, but more needs to be done. The recommendations of the 
ALF follow. 


ALF RECOMMENDATIONS: 

Challenges for the VA Hepatitis C Testing, Diagnosis & Treatment Program 
While it is clear that the commitment and significant budgeted support is in place to launch a 
public health campaign directed at hepatitis C among U.S. veterans, many challenges lie ahead. 
If these challenges are not addressed, it will not be possible to spend anywhere near the $340 
million that has been budgeted. Some of the challenges facing this major public health 
undertaking are identified below along with the identification of some public and private sector 
partnership opportunities. 
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Challenge #1 - Infrastructure Development 

In order to meet the increased demand for hepatitis C services, additional medical, psychological 

and managerial personnel will be needed at the VA’s VISN/VAMC Network. 

• Public Sector Efforts Needed: Additional funding support needs to be identified and 
dedicated to support the additional personnel that will be needed over the next 4-6 years to 
meet the demand for hepatitis C treatment. 

• Private Sector Efforts Needed: Methods for training primary care personnel to manage 
hepatitis C patients in consultation with specialists need to be explored. One such model 
being developed at ALF involves a program to increase the “Quantity and Quality of Health 
Care Services Provided in the Management of Chronic Hepatitis C Through the Expanded 
Use of Nurse Personnel.” This plan has the potential for developing a training module 
coupled with a recruitment strategy to bolster the supply of hepatitis C certified nursing 
personnel available for employment within the VHA Network or through some external 
contract mechanism should the expansion of FTEs not be feasible. Developing and 
implementing this recruitment and training initiative could be done for $1.5 million over two 
years. 

Challenge #2 - Health Provider Education 

• Public Sector Efforts Needed: The designation of “VA Hepatitis C Centers of Excellence” 
and the National Hepatitis C Symposium (June 3-4, 1999) are excellent examples of how 
VHA is seeking to educate its personnel. It appears that VHA is seeking to make sure 
information on hepatitis C is communicated to its health personnel on an ongoing basis. 

• Private Sector Efforts Needed: ALF has been running an ad “Combating a Crisis” in 
numerous primary care journals. It is also using this ad in conjunction with mailings to 
primary care physicians through health departments. This ad, which provides succinct 
information for primary care practitioners about hepatitis C, can be easily adapted to be 
specific for VA primary care practitioners. ALF would be pleased to do this in consultation 
with VA hepatitis C leadership and have it distributed throughout the VA system. 

ALF is currently exploring ways in which it could assist in training primary care practitioners 
through its nationwide network of chapters and their medical leaders, many of whom are 
involved in their local VISN/VAMCs. There are numerous ways in which public and/or 
private resources can be used for this purpose. 


Challenge #3 - Veteran Education and Outreach 

Educational materials and outreach strategies must be employed to stimulate the vast 
reservoir of unmet needs among undiagnosed veterans with hepatitis C. 
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• Public Sector Efforts Needed: Ongoing communications between VHA and VSOs. 

Development of educational materials through the VA Hepatitis C Centers of Excellence. 

• Private Sector Efforts Needed: 

ALF is currently working with its chapters to develop these programs targeted to veterans: 

- Meet the Researchers - ALF’s educational series featuring leading liver specialists. 
Working with local VISN/VAMCs, ALF plans to holdup to 36 symposiums the first 
year throughout the U.S. focusing on issues specific to veterans. These half or full 
day conferences will be sponsored by both ALF’s local chapters and National Office. 
The symposiums will provide veterans with access to current information on 
treatment and disease issues that might not otherwise be readily available. 

- Support Groups - ALF chapters will be forming support groups targeted to 
veterans. Support groups provide a forum to share concerns about diagnosis and 
treatment, discuss coping issues and provide support from other veterans. These 
support groups also provide another opportunity for education as local health care 
providers are invited to participate by speaking at these meetings. Over the next 
year, ALF expects to form 30 support groups meeting monthly through local 
chapters. A health care professional will be hired to coordinate and facilitate each 
group. 

- Outreach - ALF has developed cultural “blueprints” targeted to different racial and 
ethnic populations for hepatitis awareness. These efforts and materials need to be 
developed and implemented in culturally appropriate ways. 


For all the challenges listed above, it is important that accountability mechanisms be established 
by the VA that include the following: 

- performance measures for testing, diagnosis and treatment 

- performance measures for outreach and education 

- establishing a database to measure performance 

- annual reporting of results. 

The hepatitis C liver disease problem facing veterans is not a one-year campaign. Instead, it will 
require a long-term commitment from the public sector and the private sector. It will also 
require a comprehensive use of different medical, psychosocial, and economic supports if it is to 
be successful in the long term. The ALF Veterans Hepatitis C Liver Disease Council represents 
the long-term commitment and unification of government and advocacy groups to face this 
epidemic. 

ALF stand ready to work in collaboration with the VA and other in any public and private 
models to accomplish these goals. Again, we thank you for your leadership on these important 
matters. 
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